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the framers of the amendment as to 
this point cannot be clearly ascertained 
Studying the question in the light of 
the federal H’eeks rule—“the rule which 
gives force to the protection of privacy” 


—he notes that the United States Su 
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the amendment to cases involving the 
Food and Drug Administration—incor- 
Congress and 


porate suggestions fc | 


the courts. 
Rounding out the issue is the con 


tinuing feature “Christopher Comments,” 








preme Court has never directly ruled : 
on the issue, and he presents an ex- Written by Thomas W. Christopher, as 
cellent study of judicial opinions ema- sociate dean and professor of law at 
nating from the lower courts. His Emory University. The commentary 
conclusions—concerning application of appears directly below 
Microfil 

Microfilms of prior volumes of Foop addressed to University Microfilms, 











Druc Cosmetic Law JOURNAL are avail 313 North First Street, Ann Arbor, 
able, to regular subscribers only. In- Michigan. 
quiries regarding them should be 
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CHRISTOPHER COMMENTS 
Thomas W. Christopher is associate dean and professor of law at Emory 


University, Atlanta, Georgia. 
Delegation of P \ Colorado statute empowers the various 
local boards of health to adopt rules and regulations ; it makes a viola 
In the case at hand, 


ower 


tion of such rules and regulations a misdemeanor. 
a local health unit had issued a ruling governing trailer camps, which 
required an operator to obtain a permit from the health department 
before operating a camp 

The state supreme court has ruled that the statute is unconstitu 
tional ; * thus a conviction, under it, for failure to obtain a license falls 
The basis is invalid delegation of power, the court holding that the 
legislature has here delegated to the local health department its power 
of defining a crime. The court’s work was made easier by the fact 


that the attorney general conceded the point 


} 


sey 1 Colorado, 336 P. 2d 308 (Colo 


1959) 





WASHINGTON- 


ACTION AND NEWS 





In the Food and Drug Administration 


Deadline Reminder from HEW Sec- establishing the safety of the other ad 
retary.—At a recent news conference, ditives by the deadline of March 1960 
Arthur S. Flemming, Secretary of as provided in the law 
Health, Education, and Welfare, issued ja , 

. ’ a , Mr. Larrick reports that in the 10 
the following statement: “In September 


1958, Congress passed a law to give 


months since enactment of the law 


many manutacturers have been busy 


greater protection to the consumer! , P 
developing their experimental safety 


against injurious or inadequately tested 
data and preparing their petitions for 


tood additives : 
the Food and Drug Administration 
“The law became ftully effective on ™ ’ 
. . 1 feel | should point out and empha 
March 5, 1959, for additives first used . , 
size, however, that the clock 1s running 


after January 1, 1958 Additives al It 


1958 would be unfortunate for both con 


ready in use before January 1, 
were given until March 6, 1960, for 


satety testing by the manutacturers and 


sumers and manufacturers if the Marcl 
1960 deadline compelled us even tempo 
rarily to ban useful additives whicl 


clearance for their use by the Food and ; 
could have been cleared as safe if tl 
Drug Admmistration : 
requests had been submitted promptly 
“There are more than 1,000 additives his could happe n if requests submitte 
used today in American foods Every neal the deadline xceeded our capacit 
man, woman, and child in America eats to handle them 
additives in one tood or another sanien . , : 
The law does authorize further ex 
“Ot the more than 1,000 additives tension of time, not to exceed 12 months 
Commissioner Larrick of the Food and where no undue risk to the publi 
Drug Administration mtorms me he health will be involved and where ex 
has received requests thus far to cleat isting conditions so require The at 
only 26 thority to grant an extension of time 


vested in the Secretary of Health, Edu 


cation, and Welfare 


‘| am informed that several hundred 
f the additives will undoubtedly be 


designated by the experts as safe for “| shall consider requests for exte1 
use without further testing. Neverthe sions strictly m the light of the cor 
less, this still leaves a long way to go in sumer-protective purposes of the la 


$29 








PAGE 490 


this admin- 
Congress for 


The law 
istration 


was proposed by 
and 
the simple purpose of achieving greater 
consumer protection. It places the bur- 
den of determining the safety of additives 
where it belongs—on the manufacturers 


enacted by 


of additives or the processors of foods 
who use them 


“The Food and Drug Administration 
has set up the scientific and administra- 
tive machinery for carrying out its part 
j We hope that manufactur- 
ers will avail themselves of it to prevent 
backlog March 


6 date approaches.” 


of the law 


any unnecessary as the 


Paul S. Jorgensen Succeeds Nevis E. 
Cook.—Paul S 
FDA’s Atlanta District office, has been 


assigned to the 


Jorgensen, chemist in 


Administration’s Bureau 


of, Enforcement in Washington, it was 


announced on August 6 by Commis- 


sioner of Food and Drugs George P 


Larrick. Dr. Jorgensen will succeed 
Nevis E. Cook, who became Chief of 
FDA’s Boston District in July. Com- 


missioner Larrick said that Dr. Jorgen- 
sen’s new duties will include consultation 
manufacturers and retail 
druggists the requirements of 
the Food, Drug, 
Act and review of recommendations by 
FDA districts for 


ing adulterated and misbranded drugs 


with drug 


on the 
Federal and Cosmetic 


court actions involv 


Dr. Jorgensen was licensed as a phar- 


macist in the State of Washington in 
1927 after receiving a Ph. C. degree 
trom the University of Washington. He 


Ph 


University of 


received his D. degree in pharmacy 
at the Washington in 
1934 and has had practical experience 
Seattle He 


in pharmacognosy 


as a pharmacist in was in 
and phar 
sity in 1934 and 1935 
FDA 


San 


Sstructor 


macy at the univer 


He has 


1935, 


been a chemist with 
with assignments at 
Francisco, Washington, D. ( 
Seattle prior to his transfer to 
in 1958 He is a referee 
analysis for the 


Agricultural Cl 


since 

and 
Atlanta 
on methods ot 
drug Association of 


Official emiusts 
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On Checking out Device Claims. 
Retail-store placards carrying false 
claims of therapeutic benefit for a d 
vice can cause the product to be 
branded, FDA pointed out in 
seizure of ultraviolet lamps offered for 
relief of arthritis, bursitis and muscular 
ailments. 


mis 


announcing 


The agency advised retailers 
to be skeptical of any sweeping health 
claims made by device manufacturers 
and sales agents for such devices and to 
check with reliable pre 


paring promotional their 


sources before 
material on 
own initiative 

Illegal Drug Sales to Truckers.—A 
North stop 


and an Ohio pharmacist were convicted 


Carolina truck employee 


of selling amphetamine drugs to truck 

drivers without a physician's prescrip 
tion, the FDA said 

lhe United States District Court for 
Eastern District of North Carolina 

fined the $100 


the 
lestimony 


showed that while employed by a local 


employee 
grill, he had peddled drugs to drivers 


tor more than two vears. In anothet 
trading as a 


Ohio, 


jurisdiction, an individual 
Toledo 


ht counts of 


was fined 
illegal drug 
drivers. His pharmacist 
vas fined $200 


pharmacy in 
$1,600 on 
sales to truck 


eig 


employee 


Food Standards—Canned Peas. 


standard of identity for canned 


f 


has been amended to provide for drie« 


green or red dried 
dried 


gredients; 


peppers, onions ane 


garlic as optional seasoning in 


to provide for the optional 
word “seasoned” t 
the food: 


may 


use of the 
the 


that the word 


aS a part o 
label name of to provide 
“seasoned” intervene 


between the name “peas” and the words 


or statements appearing on the label 
which show the optional ingredients 
present; and to provide for the label 


“dehydrated” 


Pe rsons 


of “dried” or 
optional seasoning ingredients 
affected file 
Hearing ( 


declaration 


objections 
follows lerk, 
Department of Health, Education, and 
Welfare, Room 5440, 330 Independence 
Avenue, S. W Washington 23, wd. ¢ 
August 31 

(Continued on page 547) 


adversely may 


addressed as 


prior © 
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Food and Drug Administration— 
Fiscal 1958 Report 


Cleaner Wheat for Food Use; Protection of Dairy Products from 
Spoilage, Filth, Contamination; Proper Use of Pesticides; Im- 
proved Labeling for Drugs and Cosmetics—FDA's Annual Summary 
Reports on These and Other Major Programs During Fiscal 1958 








REVIOUS REPORTS have outlined recommendations made by 

the citizens advisory committee in 1955 to strengthen FDA's staf 
facilities and techniques to better protect the health and well-being 
of consumers of foods, drugs and cosmetics. The Secretary’s cot 
sultants on medical research and education, after a study of the med 
ical research activities of the Department of Health, Education, and 
\Welfare, endorsed these conclusions in its report of June 30, 195 

That report pointed to the responsibility of the Food and Drug 
.dministration for protecting consumers against foods, drugs and 
cosmetics that are a threat to health by reason of such factors as 
contamination, deterioration, toxicity or quackery ‘The Consultants 
are of the opinion,” the report states, “that a vigorous research effort 
is critically important to the effective performance of the statutory 
responsibilities of the FDA.” The consultants recommended that 
“High priority be given to (1) securing additional funds required 
for research and training and strengthening the staff and (2) securing 
funds required for a suitable, well equipped building for the Food 
and Drug Administration functions.” 

In the fiscal year 1955 when the citizens advisory committee wa: 


making its study, the FDA staff averaged 806 man-years. The recom 


491 
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mended three- to four-fold expansion began on July 1, 1956. In the 
fiscal year 1958 the staff averaged 1,095 and was 1,215 at the close of 
that period. Seventy new positions for the new district to be opened 
in Detroit were provided for in the 1959 appropriation, which also 
included funds to begin equipping an eighteenth district in the 


Dallas-Fort Worth area of Texas. 


The Administration has been going through a period of planning, 
to absorb this increase in manpower and the more substantial ones 
to come if the recommended goals are met. During the past two years 
a workload survey was conducted which will be of value as a guide 
in directing future activities. “Training the trainers” has been stressed 
during the year. Those selected to indoctrinate an augmented stafi 
and to equip the inspectors and analysts with the specialized skills 
for regulatory work have been attending conferences and schools 
conducted by specialists from the technical divisions. Significant 
improvement has resulted in abilities to use new equipment and 


methods, and also in supervisory proficiency. 


One of the major recommendations of the citizens advisory com 
mittee was the enlargement and improvement of FDA’s educational 
and information program “to develop a better understanding of the 
objectives and requirements of the food and drug laws.” A Division 
of Public Information was established in 1958, by consolidating in 
formation activities and staff formerly scattered in three units. This 
Division is co-ordinating and stepping up the information program 
for consumers, industry and affected professional groups to the great 
est extent possible until the staff can be increased. 

Added public protection has been provided by increased coverage 
of establishments and shipments. Establishment inspections rose 
from 16,287 in fiscal 1956 to 26,063 in 1958 and domestic samples 
collected from 17,675 to 25,269. During this period FDA inspectors 
reported increasing voluntary correction of unsatisfactory conditions 
pointed out to management during inspections. 

Progress has also been made in basic scientific research, stream 
lined processing of new-drug applications, increased activities in 
formulation and enforcement of food standards and pesticide toler 
ances, and more participation in industry meetings. 

This record would not be complete without an acknowledgment 
to those who have assisted FDA in its educational program. There 


are strong trade and professional associations influencing the conduct 
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of their members in almost every area of FDA regulatory activity 
More and more of these associations are wholeheartedly undertaking 


campaigns to encourage better compliance with the law 


The Proprietary Association launched an educational program to 
encourage consumers to read labels and follow directions carefully in 
the use of drugs. The new Pharmaceutical Manufacturers Associa 
tion—merger of the American Drug Manufacturers Association and 
the American Pharniaceutical Manufacturers Association—is con 
tinuing its government-industry committee. This committee has been 
active for many years in efforts to promote voluntary compliance, 
understanding, and cooperation between member firms and FDA 
Similar objectives resulted in a meeting with FDA of 90 representa 
tives of food manufacturing industries and associations of food pro 


ducers, called at the request of The Food Law Institute 


The American Medical Association launched a vigorous educa 
tional campaign to warn the public against medical and nutritional 
quackery. Collaborating with the FDA and the National Better 
Business Bureau, AMA produced an educational motion picture, “The 
Medicine Man,” designed to expose the public harm done by false 


and misleading promotion of vitamin products 


Naming all who have assisted in specific programs is precluded 


in this brief report. They include national associations and _ their 
afhliates, agricultural leaders, nutrition associations, consumer organ 
izations, and state and local food and drug officials. The trade and 
professiona! press have performed an invaluable service in dissemi 
nating information to industry members and groups. Major pro 
grams showing progress include: cleaner wheat for food use, including 
better sanitation of grain elevators; protection of dairy products from 
spoilage, filth or contamination with antibiotics or pesticides; proper 
use of pesticides to avoid excess residues; cleaner grapes for juice; 
prevention of bacteriologic contamination in frozen foods; prevention 
of diversion of incubator rejects to food channels; improvement of 
bakery sanitation ; protection of coffee shipments from ore contamination : 


codes of labeling for drugs and cosmetics to prevent misleading claims 


One of the most promising opportunities for better consumer 


protection is the legislation to insure safety of food additives passed 
the last day of the Eighty-fifth Congress—the outcome of hearings 
that began in 1950. This amendment is discussed under “Changes in 
the Law and Regulations.” 
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Food, Drug, and Cosmetic Act—on the Food Front 


Unusual attention was required of regulatory officials as floods, 
tornadoes and hurricanes damaged extensive areas but caused rela 
tively minor loss of foods and drugs in comparison with those dam 
aged by fires, explosions and wrecks. Local food and health officials 
take the major responsibility in such cases for preventing the con 
sumption of polluted supplies. FDA inspectors assist in surveillance 
of damaged stocks and salvage operations when necessary. 


Potential Health Hazards—Deleterious Ingredients.—I|mports of tuna 
were checked throughout the year by FDA for evidence of radiological 
contamination following atomic tests in the Pacific. No radioactive 
lots were encountered. Some canners have acquired equipment for 
maintaining constant checks of tuna imported for processing. 

\uthentic data on the natural radioactivity of a broad variety of 
foods produced before the first atomic explosions in 1945, secured in 
a survey initiated in 1957, were analyzed statistically. Present-day 
foods are being sampled and analyzed for comparison, with particular 
emphasis on fresh fruits and vegetables and forage crops from every 
production area to detect any trend indicating radioactivity affecting 
the food supply. FDA is also surveying the disposal of radioactive 
wastes to detect any contamination of plants grown on exposed land 

Insect pests become increasingly difficult to control—hence grow 
ers may be tempted to use excessive amounts of recommended insecti 
cides, apply them too close to harvest or use insecticides which are 
not permitted on food crops. Man-hours spent for Investigatiol 
analysis of samples, educational activities, and other efforts to insure 
safe use of pesticides increased 28 per cent compared with the previous 
year. Thirty-six shipments of raw agricutural products were seized 
because residues exceeded official tolerances. More than 8,000 bushels 
of fresh spinach were seized in 12 actions after FDA found that a 
grower had used several applications of numerous insecticides to 
control insects in his spinach and had shipped the crop with excessive 
DDT residues. Another seizure involved frozen spinach which con 


tained DDT residue in excess of that permitted on fresh spinach 


Investigating mysterious deaths of dairy cattle in upper New 
York, FDA inspectors learned that the herds had been fed silage made 
from cornstalks that had been heavily sprayed with DDT and mala 


thion. Tests showed that both uncut stalks and the silage contained 
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large residues of DDT, and milk from the herds fed the silage also 
contained DDT. Sixteen tons of silage remaining from the only lot 
shipped were seized and state officials were notified. 

Twenty seizures involved nearly 2 million pounds of wheat, corn, 
oats and barley mixed with seed grain that had been treated with 
poisonous mercurial and organic compounds. Another shipment of 
more than one third of a million pounds of wheat contained hydrogen 
cyanide in excess of the established tolerance on wheat. 

Two seizures were made of poultry containing diethylstilbestrol 
pellets in the necks. Directions for artificial “caponizing” of young 
birds call for implanting the pellets near the base of the head so that 
undissolved portions will be discarded at the time of slaughter. 

Hard gum candy and two types of rindless cheese with mineral 
oil coatings used to facilitate processing and packaging were seized 
on the charge that mineral oil is an added deleterious substance not 
required in good manufacturing practice. Alfalfa meal containing 
mineral oil was also seized. 

Other seizures of foods contaminated by deleterious ingredients 
included chocolate-flavored sirup containing coumarin, and shell pecans 
dyed with an uncertified coal-tar color. 

Two lots of food in storage were seized because of improper 
use of pesticides to control rodents and insects—bagged flour con 
taminated by DDT and mung beans on which flourine had been dusted 


Food Poisoning—tInadequate sanitary precautions in handling 
prepared foods or lack of proper refrigeration were apparent in most 
of the 49 outbreaks of food poisoning which FDA investigated, affect 
ing approximately 4,000 people. Seven botulism outbreaks involving 
20 individuals and five fatalities were traced to inadequately processed 
home-canned foods. 

FDA participated with local and state officials in an extensive 
investigation of the cause of illness of 423 persons following three 
church dinners. The food had been prepared by a caterer and hauled 
500 miles under varying conditions of refrigeration. Following the 
investigation the caterer stopped using secondhand frozen-egg cans 
for refrigerated foods. He also corrected other practices and plant 


conditions which were potential sources of contamination 


Food Recalls —Three recalls were made of food products contain 
I 


ing glass in such amounts and size as to render them potentially harm 
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ful. The largest involved stocks of chili powder distributed so widely 
that a public warning was issued jointly by FDA and the manufac- 
turer. Other foods recalled included a cheese product containing 
sharp lactose crystals, camphorated oil labeled olive oil, a decompos 
ing canned food, and coffee with a kerosene odor and taste, but not 
containing enough kerosene to endanger health. 


To Keep Food Clean.—Major food sanitation programs of the year 
included improvement in the cleanliness of wheat, sanitation of grain 
elevators and warehouses, continuation of milk and bakery improve 
ment, and prevention of bacterial contamination of frozen foods. Con 


tinued surveillance over other products is reflected in Table I. 


Increased staff has permitted more investigation into possible 
avenues of contamination and adulteration at various stages of food 
production. This has served to focus industry attention on problems 
developing at early stages of production or storage, with particular 
attention to the elimination of unfit materials for processing. 

Inspection time at food warehouses was doubled to remove unfit 
merchandise from food channels and bring about basic corrections of 
insanitary conditions. Seizures increased to 178 from 109 the previous 
year, and 24 criminal actions were filed in comparison with nine in 1957. 
Conditions that required correction included inadequate protection 
against insects, rodents and birds; acceptance of returned insect 
infested foods; storage directly on floors or against walls; and storage 
of fit new shipments in contaminated areas, 

Fifty-seven carloads of bulk wheat were seized. One of the seized 
lots contained insect-damaged kernels, the remainder had _ rodent 
pellets in excess of actionable levels. 

Increased attention was given to wheat storage, both in country 
and terminal elevators. Continued improvement in sanitation has 
resulted from a combination of educational and regulatory work 
FDA personnel have given sanitation taiks at many large and small 
industry meetings. 

Inspections of elevators serve both educational and regulatory 
purposes. If the owner wants to improve sanitation as suggested, 
and a majority do, he has a custom-made guide to follow in the 
written comments the inspector leaves. Owners of some run-down 
buildings have found adequate repairs hopeless and converted them 


to storing nonfood products. 
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TABLE 1.—Actions on foods during the fiscal year 1958 


 rimina 


prosecu 
tions in- Injunction 
Projects Seizures stituted petitions 
Total 824 9] 17 
Beverages and beverage materials 17 2 
Bakery, ready-to-eat cereal, and macaroni products 18 11 l 
Cereals and grain products 
Human use 137 8 Q 
Animal use 12 6 
Chocolates, sugars, and related products 15 5 
Dairy products 
Butter and churning cream 37 6 
Cheese and other dairy products 1] | 
Eggs and egg products 23 { 
Flavors, spices and condiments 34 : 3 
Fruits and fruit products 44 l 
Meat products and poultry 21 2 l 
Nuts and nut products 74 
Oils, tats and oleomargarine 17 } 
Seafood 59 2 | 
Vegetables and vegetable products 88 } 
Miscellaneous foods (mixed lots) 2 2 
W arehoused foods 178 24 l 
ood tor special dietary uses * 34 } 
1 


FE 
Violative serving of oleomargarine 
. 


od adjuncts ’ 


Includes vitamin products intended as 
ood supplements 


Seven petitions were filed to enjoin elevators that failed to show 
sanitary improvements on repeated inspections. At the end of the 
vear five were under court orders to refrain from shipping contaminated 
grains in their possession and to clean up their premises before further 
shipments. The other two promptly corrected the conditions on whicl 


the petitions were based 


Surveillance has been maintained over a few firms that apparently 
have cornered the market in incubator-reject eggs. These operators 
collect the infertile eggs rejected by hundreds of small hatcheries and 
truck them to large breaking plants, sometimes hundreds of miles 
away. Those not actually rotten, but undergoing decomposition, are 
broken out and frozen for sale to bakeries at bargain prices. Such 
firms operate by bootleg methods that challenge detection. Inspectors 
have had some success, however, through round-the-clock vigilance 


near concentration points until trucks were loaded and then following 


~ 
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them across state lines where seizures were made. Law enforcement 
officers of several states have joined FDA in attempts to break up 
this million-dollar-a-year racket. 

Filth or decomposition was charged in 78 per cent of the food 
seizures ; 5,466 tons were seized in 639 actions. Of these, 329 involved 
merchandise that became unfit after interstate shipment. An addi 
tional 2,108 tons of unfit food were voluntarily destroyed or converted 
to nonfood use by their owners as a result of FDA inspections. 


Seventy-two criminal prosecution cases charging shipment of 
filthy or decomposed foods or insanitary operations were instituted. 
Sixty-six prosecutions based on filth and decomposition were termi 
nated in the courts, with pleas of guilty or conviction in 65 and a 
verdict of not guilty in one, a case brought by grand jury indictment 
Penalties ranged from probation to a fine of $3,500. The five jail 
sentences imposed were suspended. 

In addition to the elevator injunctions mentioned earlier, the 
courts were requested to enjoin nine firms from shipping food that 
had been processed or held under insanitary conditions. These cases 
involved flour, rice, crabmeat, vinegar, poultry, frozen peas, and 
wholesale items for the bakery trade. All were under permanent 


injunction or temporary restraining order at the end of the year. 


Pocketbook Protection—A federal judge refused to enjoin an 
oyster packer from shipping raw shucked oysters which the govern 
ment charged were adulterated with water. He pointed out that the 
proof adduced in the trial was in conflict with the findings of fact 
of the oyster standard, and was otherwise inadequate because of the 
uncertain state of scientific knowledge about oysters. The government 
withdrew two other cases based on similar evidence but maintained 
one case based on more direct facts which can rarely be obtained 

To acquire scientific facts on which enforcement evidence can be 
adequately founded for general application, plans have been made 
for joint research by the oyster industry, the Fish and Wildlife Service 
and FDA. If results of this research so indicate, revision of the 
standard will be considered. 

To obtain compliance with the bread standards and to prevent 
exaggerated claims for breads, a restraining order was obtained to 
prevent the distribution of articles labeled “Buttermilk Bread” and 
“Enriched Buttermilk Bread,” names not permitted for standardized 
bread. Increasing adoption of fanciful names for bread differing only 
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superficially from standardized breads is misleading to the public 
FDA advised bakers across the nation about the action and many 
voluntarily changed their labels to eliminate misleading names 

\ nine-month jail sentence was imposed for “butterlegging.” In 
spectors found on the defendant's premises a butter printing machine 
still containing margarine, butter wrappers, and margarine labeled 
“butter.” Fines were assessed against firms or individuals for shipping 
sorghum sirup adulterated with other sugar sirup, cocoa adulterated 
with cottonseed flour, short-weight pototo chips, substandard enriched 
flour, cottonseed oil labeled “olive oil,” low-fat butter, and four low 
protein animal feeds. Another fine was assessed for serving colored 
margarine without due notification 

\mong the articles seized because valuable ingredients had been 
extracted or replaced by spurious ingredients were spent paprika 
masquerading under misleading names, paprika containing powdered 
beets, peanut butter containing soy and cottonseed oils, sorghum with 
corn sirup and cane sugar, olive oil blends with cheaper oils in place 
of olive oil, and frozen shrimp with ice. 

Of ten seizures for short weight, four involved coffee and two 
olive oil. Products seized for failure to meet official standards included 
low-fat butter and cheese, shrimp, oysters, enriched flour, and a num 


ber of canned fruits and vegetables. 


Products of Special Dietary Significance 


FDA has diverse responsibilities in the area of special dietary 
products. Ranking first is enforcement of regulations to guard the 
composition and informative labeling of products used in special 
diets for the ill, the pregnant, the obese, the aged, the infant, et 
and to supplement selected staple foods with additional nutrients 
Products are tested for declared vitamin potency 

The other broad area is combating false and misleading claims 
about the nutritive or therapeutic value of vitamins, minerals or 
“health foods,” by either written or oral promotion schemes. Hous« 
to-house canvassers are particularly prone to promise that such prod 
ucts will prevent or cure disease, since claims are made under conditions 
often difficult to monitor. Three such salesmen were fined for un 
warranted claims last year. 

Of the 60 vitamin or special dietary items seized, 13 were pro 


moted by false and misleading medical claims, some for serious 
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conditions such as heart trouble, epilepsy, diabetes, muscular dystrophy, 
tuberculosis, cirrhosis of the liver, Asian flu and exposure to radio 
activity. The longest list of claims of the year was used to promote 
a soy-germ and wheat-germ oil mixture. The labeling recommended 
it for 125 conditions, ranging from gangrenous ulcers and diabetes 
to quarrelsomeness, waddling gait, and middle-age spread. 

Forty-three were seized because they contained less vitamin 
potency than labeled or failed to meet U. S. P. standards for inject 
ables. Several large warehouses instituted systems calling for smaller 
inventories and the rotation of stocks after overage products were 
seized or voluntarily destroyed. Four articles seized failed to bear 
the required information as to the sodium content or mineral supple 


mentation claimed. 


Drugs and Devices 

Recalls.—Twenty defective or misbranded drugs were recalled by 
manufacturers during the year. Six antibiotics, five other drugs for 
human use and one veterinary drug were below labeled potency, and 
an injectable vitamin B,, contained double the amount declared on 
the label. Two were recalled to change the dosage directions, one 
because of a label mix-up and the other because general use of a new 
drug disclosed side effects not apparent in earlier clinical reports. 

Two recalled drugs contained fever-producing impurities. In an 
intravenous injection the emulsion had broken down. A hormone 
preparation had directions for intravenous instead of intramuscular 
injection. One product failed to bear the prescription legend which 


was a condition of its approval as a new drug. 


llega: Sales 

Of 112 drug prosecution cases filed, 99 were based on violative 
sales of prescription drugs for self-medication and for nonmedical use 
\s in previous years, FDA investigations were made following reports 
of injuries caused by misuse of the drugs. 

Investigations continued into illegal sales of amphetamine tablets 
at truck stops and how these drugs are being diverted from legitimate 
channels. Twelve truck-stop cases were included in the 102 illegal 
drug sale prosecuuons terminated during the year. In addition, two 
cases were terminated and two others filed against medical practi 
tioners charged with sales of large quantities of amphetamine tablets 
to FDA inspectors. In one case, an inspector made four purchases 


from a physician within a month, totaling 55,000 tablets. Convicted 
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by a jury, the physician is appealing his three-year prison sentence. 
In another case the court directed the jury to find the physician 
defendant not guilty, although the defendant said in court that he 
thought the inspectors (who had made three purchases from him on 
the same day) were truck drivers. Four truck-stop peddlers and 11 
druggists or their employees received jail sentences for illegal sales 
Others received suspended jail sentences or were fined and placed 


on probation. 


Adulterated and Misbranded Drugs and Devices 
In July, 1957, the head of the Hoxsey Cancer Clinic of Dallas 
Texas, sought a court order to have the Secretary of Health, Education, 
and Welfare and the Commissioner of Food and Drugs recall thou 
sands of “Public Beware” posters sent to post offices throughout the 
country warning consumers against his worthless treatment. In a 
enjoin these officials from administering 


second action he sought t 
the publicity sections of the law, claiming them to be unconstitutional 
Both cases were dismissed in October, with a decision strongly sup 
porting the Department’s right to use publicity to warn the public 
against harmful practices even without the specific authorization given 
in the Food, Drug, and Cosmetic Act. In December he was enjoined 
by the state and leased the “clinic” to another man 

A third petition to enjoin the Secretary and the Commissioner was 
brought by the Hoxsey Cancer Clinic of Portage, Pennsylvania, to stop 
FDA investigators from interviewing patients who had visited that 
establishment. This was withdrawn in October, after the “clinic” 
stipulated to a permanent injunction, agreed to stop its pending appeal 
of the seizure sustained by a jury at Pittsburgh in November, 1956 
and to pay nearly $14,000 of the costs in the seizure trial 

\ one-hour television program exposing cancer quackery was pre 
sented on a nation-wide broadcast in March, entitled “The Meanest 
Crime in the World.” It was sponsored by an industrial firm which 
is noted for public service TV programs. Numerous groups are 
greatly assisting FDA in its educational program against cancet 
quackery. United efforts are required to combat the misinformation 
being spread by publications, speeches, and other propaganda promot 
ing various cancer “cures.” Some promotional schemes hide behind 
religious names and call for crusades of prayer—and cash donatio: s 
to help fight the “medical trust” they claim is dominating FDA 
Others pose as philanthropic or scientific “foundations.” 
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Of the 153 drug seizures, 65 were based on false and misleading 
claims and a number of others on failure of the label to give directions 
for the uses promoted by salesmen or collateral literature. Prompt 
action was taken in the fall and winter against a number of simple 
gargles and dietary preparations promoted for the prevention of Asian 
flu. Arthritis, circulatory disorders, and other chronic disorders of 
the aging are usually included among the claims of a large proportion 
of the drugs seized. Diabetes, tumors, and various respiratory condi 


tions are also frequently named in labeling. 


Seven of the drugs seized were purported to be royal jelly prep 
arations containing the material fed to queen bees. This, according to 
labeling claims, would provide added vim and vigor and rejuvenate 
the body. Some were further misbranded by direct claims for the 
cure of specific diseases, and for providing longer life and overcoming 
grave illness in persons of advanced age. 

During the year Congress looked into the labeling and advertising 
of weight-reducing drugs and tranquilizers, and members of FDA 


testified as to enforcement problems related to labeling claims. 


Two drug injunctions were filed, one against shipments of herb 
tea and an ointment misbranded with false claims and inadequate 
directions for use. The second was based primarily on inadequate 
manufacturing controls that resulted in potent drugs deficient or 
excessive in active ingredients, and otherwise unreliable. The firm 
had been fined in 1957 but continued to ship undependable drugs 
The injunction, granted just after the close of the fiscal year, sets 
forth in detail the facilities, including qualified personnel, that the 
firm must acquire and the procedures it must follow before it resumes 
interstate trade. 

During recent years there has been a trend to drugs compounded 
so that after they are taken active ingredients are released over rela 
tively long periods with continued effectiveness. Since these dosage 
forms ordinarily contain potent drugs, including stimulants and de 
pressants, it is important that they disintegrate at the claimed rates to 
avoid overdosage and provide the desired effects. A number were 
seized in 1958 for inaccurate timing. The Administration made avail- 
able to quality-control chemists in the industry a method its drug 
chemists have developed to test these timed-release drugs. Many vis 


ited FDA laboratories to observe the method in operation. 
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Two device injunctions were filed, both against previous offenders 
One had been convicted in 1947 of misbranding a colored light pro 
jector for the treatment of all diseases. His “institute” promoted the 
machines through an elaborate system of “planets” whose members 
held meetings designed to sell the machines. When he was convicted, 
fined $20,000, and placed on probation for five years, the institute was 
ordered dissolved and the literature (several tons) destroyed. When 
the five years ended, he founded a new institute with a slightly changed 
name, built more machines, and resumed active leadership of local 
branches, renamed “studios.” New literature bore substantially the 
same former unwarranted claims. The Administration requested an 
injunction and from December on the operator was under temporary 
restraining order; a permanent injunction was granted in July, 1958 

The second man had been enjoined in 1952 from shipping a worth 
less cancer diagnosis kit. In December he and two associated firms 
were enjoined from trafficking in a sound-wave device misbranded 
with claims for the treatment of inflammatory or circulatory condi 
tions. 

\ 1954 temporary restraining order prohibiting shipment of a 
blood specimen for diagnosis and a number of different “electronic” 
devices for the treatment of almost any disease was made permanent 
in May. 

Extensive promotion of vibrating devices for home use developed 
during the year and 11 lots of pillows, boxes, chairs and mattresses 
were seized for false and misleading claims ranging from weight 
reduction and the relief of nervous tension and muscle strain to treat 
ment of serious disease conditions. Vibrating devices may be soothing 


or relaxing but they are not disease cures or weight reducers 


New Drugs 
During the fiscal year 435 new-drug applications, including 91 for 
veterinary use, were received; 348 applications including 68 for vet 
erinary use were made effective, permitting the products to be mar 
keted. In addition, 1,494 supplemental applications, including 444 for 
veterinary drugs, became fully or conditionally effective. No effective 
applications were suspended nor were any orders issued refusing to 

permit an application to become effective. 
\mong the drugs covered by the applications processed were 
four antibiotics for human therapy and two for use in veterinary 


medicine ; an enzyme for the prevention and treatment of reactions to 
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penicillin; seven drugs recommended for psychotherapy; a diuretic 
useful in the treatment of congestive heart failure and hypertension ; 
a bronchodilator for the treatment of asthma; two local anesthetics 
for dental use and one general anesthetic; the first intravenous fat 
emulsion designed for the nutrition of seriously ill patients; steroid 
compounds for the treatment of rheumatoid arthritis and other col 
lagen diseases, and for gynecologic conditions ; two products for relax- 
ing skeletal muscle in spastic states and three for relaxing smooth 
muscle of internal organs and useful in the treatment of such condi 
tions as peptic ulcer; two drugs for the suppression of cough, two 
for the relief of pain and one for itching; one product for the treatment 
of bacillary dysentary and one for amebic dysentary ; and an antihista 
mine, an anthelmintic, two cathartics, and antiseptic and three drugs 


for fungus infections. 


Cosmetics and Colors 

Two cosmetics were seized—one under the drug provisions of the 
\ct, because it was falsely labeled as a tranquilizer. A public warning 
and recall were required for a nail treatment that seriously damaged 
the fingernails after the plastic film was worn according to directions 
on the label. 

Two seizures were made of food colors containing uncertified 
coal-tar dyes. A firm was fined and enjoined with its partners from 
further shipments of coal-tar colors made from uncertified mixtures 


and uncertified bronze powder sold for cake decorations 


Certification Services 

Coal-Tar Colors.—All coal-tar colors used in foods, drugs and 
cosmetics (except hair dyes) must be from batches certified as harm 
less by FDA. In 1958, 4,994 batches, representing 5,976,392 pounds, 
were certified and 21 batches, representing 23,976 pounds, rejected. 

Insulin.—All batches of insulin must be tested and certified before 
distribution. Examination of 371 samples resulted in the certification 
of 283 batches of seven insulin drugs and 81 batches of materials for use 
in making insulin-containing drugs. 

Antibiotics —The predistribution testing and certification of cer 
tain antibiotics is also provided by amendments to the Act. Examina 
tions were made of 16,264 batches of penicillin, chlortetracycline, 
bacitracin, chloramphenicol, dihydrostreptomycin, streptomycin, tet 
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racycline neomycin, nystatin, erythromycin, novobiocin, polymyxin, 
oleandomycin and oxytetracycline during the fiscal year. The last 
seven antibiotics are not included in the certification amendments, but 
are tested when they are mixed with those requiring certification 
Twenty-one batches were rejected for failing to meet the following 
standards: potency (15), sterility (3), purity (2) and moisture (1) 
In addition, manufacturers withdrew their requests for certification 


of 12 batches because they were substandard 


Enforcement of Other Acts 

\ total of 103,266,609 pounds of tea were examined under the Tea 
Importation Act. Rejections for failure to measure up to the standards 
set by the United States Board of Tea Experts totaled 92,184 pounds 
or 0.089 per cent. Three rejections were appealed to the United States 
Board of Tea Appeals which upheld the decision of the FDA examiner 
in two cases and sustained the appeal in one. 

Four shipments of a bow! cleaner were seized for failure to bear 
the word “poison” as required by the Caustic Poison Act. A fifth 
seizure involved a photo chemical containing more than 10 per cent 
sodium hydroxide which was not labeled “poison” and did not give 
adequate directions for treatment in case of accidental personal injury 

No permits were issued for importations of milk from Canada, 


nor were any actions instituted under the Filled Milk Act 


New Court Interpretations 

Only two petitions for certiorari were filed with the Supreme 
Court during the fiscal year. The Court denied a petition filed by a 
physician to review his conviction for selling amphetamine drugs with 
out a prescription. This establishes the criminal liability of a licensed 
physician for selling dangerous drugs outside the recognized scope of 
medical practice 

The Supreme Court accepted the government's petition to review 
the decision of the United States Court of Appeals for the Fifth Cir 
cuit in which it set aside the Secretary’s order delisting FD&C Red 
No. 32 as a permitted food color and held that FDA has authority to 
establish tolerances for colors. This case is pending. 

The Court of Appeals for the Seventh Circuit reversed the district 


court’s decision awarding preseizure costs in a libel action and held 
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that such costs are not assessable against the government particularly, 
where there is a reasonable basis for the seizure. 

Two decisions by the Court of Appeals for the Eighth Circuit 
involved a seizure of mineral water that has been pending since 1953 
In the first decision the court reversed the jury verdict and held that 
the water was misbranded because it failed to comply with the dietary 
food regulations. The district court entered a decree contrary to that 
decision and at the government’s request the circuit court set aside 
the decree of the lower court. 

The Court of Appeals for the District of Columbia ruled that the 
government could not refuse to permit relabeling of a condemned drug 
preparation with the name “Buticaps,” where the falsity of the name 
had not been adjudicated, since the claimant was entitled to a judicial 
hearing on the meaning of the word. 

\ district court judge in the District of Columbia denied a petition 
for an injunction to prevent the distribution of a poster warning 
against a worthless cancer cure, as discussed under drugs 

\ district judge ruled that the amendment covering the sale of 
oleomargarine applies only to retail packages. 

\ district court denied a petition for an injunction to restrain the 
government from making multiple seizures of a new drug 

\ district court ruled that a corporation cannot claim privilege 
against self-incrimination for refusing to answer interrogatories since 
the corporation can appoint an officer or agent to answer the inter 


rogatories. The claimant said he will appeal this decision 


Changes in Law and Regulations 

One of the most significant advances in public health protection 
under the Food, Drug, and Cosmetic Act in the last two decades was 
the passage of the food additives amendment (Public Law 85-929) 
the last day of the Eighty-fifth Congress. 

Hearings before a select committee of the House, beginning in 
1950, produced evidence that the 1938 act was inadequate to cope with 
changes in food production since the end of World War II 

The amendment provides that the manufacturer or promoter of a 
new additive submit the results of tests to establish its safety to FDA 
The Secretary will issue regulations for those found safe under proper 
conditions of use, specifying the amount that may be used in certain 


foods, and other conditions necessary to protect public health. If the 
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additive is not established as safe in the opinion of FDA, its use will 
not be permitted. No additive may be used that would promote con- 
sumer deception or serve to adulterate or misbrand the product. The 
Secretary shall not fix the amount of the additive which may be used 
at a higher level than required to produce technical effects intended, 


or permit its use if it will not accomplish this purpose 


Public administrative hearings will be held when requested by any 
person adversely affected by an order of the Secretary. Any order 
issved after such a hearing will be subject to review by a circuit 
ourt of appeals 


Petitions may be submitted any time after enactment of the law 
on September 6. The requirements go into effect on March 5, 1959 
Industry will have 18 months to obtain clearance by the regulation 
procedures for substances already in use before January 1, 1958, and 
not generally recognized by experts as safe. 

This new law provides two major benefits for consumers. First, 
it safeguards against the use of inadequately tested additives. While 
most sponsors of new food additives made the necessary tests first 
and checked with FDA before adopting new substances, some did not 

and the law did not require it. The product could be marketed with 
out safety tests or before long-term tests were completed ; the govern 
ment could not remove foods containing such additives from the 


market until it could prove in court that the additive was unsafe 


The second benefit to consumers is that the new law makes way 
for advances in food technology. The additives used are to improve 
the food and bring it to the housewife in better condition and a more 
convenient form. The amendment removes unnecessary restrictions 


on many useful chemicals that are perfectly safe if properly used 


Regulations 

Drugs.—The following drugs were exempted from prescription 
dispensing requirements and permitted to be sold with labeling for 
lay use: preparations containing pramoxine hydrochloride, a_ local 
anesthetic for external application to the skin; preparations containing 
carbetapentane citrate, an antitussive; preparations of pamabrom with 
an analgesic for use in the temporary relief of minor pains and dis 
comforts of the premenstrual and menstrual periods; and preparations 
of diphemanil methylsulfate for external application to relieve minor 


skin irritations. 
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The list of habit-forming derivatives of substances named in Sec 
tion 502(d) of the Act was revised to designate the drugs by official 


or common names in addition to proprietary names. 


Four hundred and fifteen amendments and 31 new monographs 
were added to the antibiotics regulations 


Semi-lente insulin and ultra-lente insulin were added to the list of 
certified insulin drugs, bringing the total to seven. 

Food Standards.—A proposed order setting forth detailed findings 
of fact and identity standards for ice cream, french ice cream, fruit 
sherbets and water ices was published in March, 1958. This proposed 
order was based on 22,000 pages of testimony given in two hearings 
held before passage of the Hale Amendment. The order provides 
safeguards against methods that might be used to cheapen ice cream 
and ingredients not adequately tested for safety. 

\ll other food standard proposals during the year were governed 
by the Hale Amendment procedure, which requires hearings only on 
controversial issues of proposed food standards. A standard for prickly 
pear jelly was promulgated based on a manufacturer's proposal on 
which no adverse comments were filed. The prune juice standard was 
amended to permit the additions of from 2 to 3 per cent of honey to 
prune juice with appropriate label declaration. This order was based 
on the record of a hearing held the previous year on the objection filed 
to the standard of identity for prune juice because it did not provide 
for the optional use of honey. 

\ standard was established for enriched rice requiring thiamine, 
niacin, riboflavin and iron, the same enriching ingredients required 
in the standards for other enriched cereal products. A stay was 
required as to riboflavin because objections were filed, and a hearing 
will be held to determine this issue. All of the other parts of the stand 
ard became effective in March. 

Two hearings on food standard orders were held on which final 
orders have not issued. One involved proposals to establish identity 
standards for mozzarella and part-skim*mozzarella cheeses. The other 
resulted from objections raised to two of the labeling provisions in the 
canned tuna standard ; other provisions are in effect. 

Pesticides —During the year 403 permanent tolerances or exemp 
tions were established involving 26 pesticide chemicals for raw agri 
cultural commodities, and 36 temporary tolerances were established 
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involving nine pesticide chemicals. Since the enactment of the Pesticide 
Chemicals Amendment, a total of 1,940 tolerances or exemptions have 
been established for 98 pesticide chemicals. 

Because of the special place of milk in the diet of infants, children, 
the sick and the aged, FDA requested the National Academy of Sci 
ences to select an advisory committee to consider a request for a 
tolerance for methoxychlor in milk. The committee found that the 
data on safety were inadequate to justify the establishment of a toler 
ance which would permit residues of methoxychlor in milk, and a zero 


tolerance was announced. 


In 1955 a tolerance of one part per million was established for Ara 
mite, a miticide, following recommendations of an advisory committee 
which reviewed the petition for such tolerances. On the basis of new 
evidence which showed that long-term feeding of Aramite caused 
cancer in two species of test animals, a proposal was published to 
revoke the 1 ppm tolerance and establish only zero tolerances for 
\ramite. The company which originally petitioned for this tolerance 
has requested that the proposal be referred to another advisory com 


mittee to be selected by the National \cademy of Sciences, 


Scientific Investigations 
The seven divisions comprising the Bureau of Biological and 
Physical Sciences are engaged in a broad range of scientific studies 
to develop or improve methods of analysis, to evaluate safety of pesti 
cide residues and food additives, to develop effective specifications for 
certifiable antibiotic preparations, insulin, and coal-tar colors, to pro 
vide a sound scientific basis for administrative policies, and to improve 


certification enforcement and procedures. 


“Performance methods” were developed for the control of anti 
biotic diagnostic disks, containing various concentrations of 16 anti 
biotics. Since these disks are used by physicians to determine which 
antibiotic or combination of antibiotics will be effective for use in treat 
ment, it is important that they be dependable and accurate. A survey 
indicated need for improvement in their manufacture and control. A 
meeting of industry representatives was held and steps are being 


formulated to improve the products and their specifications. 


Studies on antibiotics included work on a number of products to 


determine the validity of manufacturers’ claims; over 14,000 blood 
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specimens were assayed for antibiotic activity. In collaboration with 
the Department of Agriculture a fluorescent dye marker was incor 
porated in 10 lots of antibiotic mastitis preparations. The effect of 
the dye on antibiotic stability was studied as well as its utility in 
showing the presence of residual amounts of antibiotics in the milk 
of treated cows. 

[Infrared spectrophotometric methods of analysis were devised for 
several important drugs including cortisone, hydrocortisone, reserpine, 
atropine sulfate, nitroglycerine, and other organic nitrates. Paper 
chromatographic methods were developed for detecting impurities in 


cortisone, hydre cortisone, and other drugs. 


\ comprehensive survey of frozen precooked foods was started 
to study the application of bacteriologic methods in controlling sanita 
tion in their manufacture, in co-ordination with investigations con 


ducted by industry and state control officials. 

Research was continued in the study of methods for detection and 
identification of Salmonella and for Staphylococcus and its toxin, organ 
isms frequently associated with food-poisoning episodes. 

Progress was made in studies of insect-fragment identification, to 
enable. identification by microscopic analytical methods of contami 


ants in foods related to insanitation in production. 


The development of methods of analysis for detecting and measur 
ing pesticide chemical residues on raw agricultural products continues 
to be important. Most pesticide chemicals now in use fall largely into 
two general groups: chlorinated hydrocarbons, the organic phosphate 
compounds, or mixtures. Because of their high toxicity, the tolerances 
for some of these compounds are quite low and very sensitive methods 
of analysis are required to insure compliance. In addition to methods 
based upon classic principles of analytical chemistry, others developed 
are based on biochemical phenomena, such as the use of enzymes, and 
biologic assays with the common housefly as the experimental animal 

To study the efficiency of the analytical procedures for residues 
from food crops, a study was carried out with a pesticide chemical 
tagged with radioactive Carbon 14. The procedures were found ade 
quate in detecting and measuring the residues. 

The safety of a proposed tolerance for pesticide chemicals on for 


age crops involves not only the safety of the chemical to the animals 
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but also the possibility of residues in the food products of the consum 
ing animals—such as meat, milk and eggs. In cooperation with the 
Department of Agriculture dairy animals were fed forage containing 
small amounts of heptachlor, one of the chlorinated hydrocarbon pesti 
cides, to determine whether this chemical or its breakdown products 


appear in the milk. The data are still under study. 


Work was successfully completed in the development of a physico 
chemical method for assay of vitamin D, which will replace the expen 


sive and time-consuming biologic method for many purposes. 


The protective actions of 13 tranquilizers against alkaloidal con 
vulsions in mice were investigated to develop methods and procedures 


for evaluating and classifying claims for efficacy as a tranquilizer 

Preliminary studies were completed on procedures for testing pos 
sible carcinogenic activity of food additives. 

\ two-year feeding study with rats on the effect of atomic-blast 
irradiated foods was completed during the year. Thirty-six animals 
received the exposed food and a like number were used as the controls 
Detailed microscopic examination of the rat tissues showed no effect, 


either deleterious or beneficial, from irradiation of the food 


In the latter part of 1957 reports were received that a mysterious 
disease was causing large losses of birds in the broiler industry. Inves 
tigations have revealed that the disease was caused by a toxic material 
in a fat by-product used in several brands of commercial feed. High 
energy feeds utilizing added fats have become popular and are widely 
used in the poultry industry to induce more rapid growth. Residues 
from production of fatty acids had been used by several feed producers 
as part of the fatty material incorporated in poultry feed, and investi 
gation revealed that this was the source of the toxic substance. Inten 
sive studies have been undertaken to identify this substance and 
develop methods of assay. This work is not yet complete but success has 
been achieved in preparing a concentrate of the toxic substance. The 
disease has been produced in poultry experimentally with as little as 
three milligrams of this concentrate in 100 grams of ration 

Some progress was made during the year in equipment replace 
ment and modernization 

The Bureau of Medicine conducted clinical studies of the absorp 
tion of tetracycline when combined with various other drugs. Sodium 


metaphosphate, citric acid and glucosamine were found to enhance 
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absorption and produce higher blood concentrations, while calcium 
carbonate and other binders and excipients interfere with absorption. 
The properties of kanamycin, a new antibiotic, and repository penicil 
lin were also tested clinically. The results indicated proper dosage 
schedules. 

Other clinical studies were made to evaluate the claims of drugs 
and devices. Veterinarians collaborated in the studies on antibiotics in 
milk and the toxic poultry feed reported earlier in this chapter 

The pilot study on the reporting of adverse reactions to drugs is 


continuing, with 11 hospitals participating. 


Enforcement Statistics 

The 26,063 establishment inspections conducted by FDA were 
divided into 21,683 for foods, 3,701 for drugs and devices, 444 for cos 
metics and colors, and 235 for miscellaneous products including caustic 
poisons. Of 25,269 domestic samples collected. 15,745 represented 
foods, 9,011 drugs and devices, 353 cosmetics and colors, and 160 
miscellaneous. 

In the 200 criminal actions terminated (or terminated for some 
defendants) in the federal courts during 1958, fines assessed totaled 
$138,282. Jail sentences ranging from one month to three years were 
imposed in 35 cases involving 38 defendants. Eighteen individuals 
were required to serve imposed sentences, averaging nine months; they 
were suspended for 20, on condition that violative practices be dis 
continued. Records of actions terminated in the courts were published 
in 490 notices of judgment 

TABLE 2.—Number of samples on which criminal prosecutions 
and seizures were based and number of court actions 
instituted during the fiscal year 1958 


ly “ 
Criminal py é fro 
Tten Tota ns institu ” 
Violative Violat ive V iolative 
Samples Actions Samples Actions Samples Actions 
Potal 2,603 1,252 89] 203 1,712 1,027 22 
Foods 1,591 932 296 9] 1,295 R24 17 
Drugs and devices 999 310 595 112 404 194 } 
Cosmetics and colors 6 5 6 j l 
Caustic poisons / =] 5 
The number of samples on which the while in criminal actions each sample usu 
actions are based always exceeds the num- ally represents a single shipment which 
ber of actions: in seizures a variety of arti- forms one count of the actior 
cles may be contained in a single shipment 
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TABLE 3.—Import samples collected, examinations made, 
and lots detained during the fiscal year 1958 
Samples /:xamina Lots 
Item coll “dl frons made ‘ 

Potal 9,200 14,614 4 980 
Foods 6,876 13,704 2,687 
Drugs and devices 2,192 799 2,117 
Cosmetics, color and miscellaneous 132 111 176 


NEW CLAYTON ACT ENFORCEMENT PROCEDURES 
ANNOUNCED BY FTC 





Che Federal Trade Commission has announced that respondents 
outstandime orders issued under the ( lavton Act ll have 60 
trom July 23, 1959, the date of enactment of the ne amendments 
Section 11 of the Clayton Act, to petition for court review lin the 
event that court-review proceedings are not instituted, sucl role 
will become fina upon tl expiration of that period { ler the Jul 

23 amendments (Public Law 86-107), a violatios f a fina le 
punishable by a civil penalty as large as $5,000 for ea violatr t 

each day i « it ulne rmvation ce Stitut ‘ i ceparate ih ~ 
commissi is sending ¢« 1s Of Its ant ement ist ki 
addr« sses Indiv l ils ind ¢ rporations pres¢ pect I< 
ssued u ler the Clayt Act, whicl prohibits price ! ( lis n 
it s, exclusive dealing and tying arrangem« " s 
assets d interlocl g directorates 
( nmiss 1 lirected the msuance is < < ( 
rie iW Federa rade (ommiss elk 1 > Yoav I 
eads part, as I] s 
) J 23 IVaY, the | eside s Pub | RH-10 
annie s e Ula Act t pi vice 1 expt . 
! I I ers issued u le section 1] 1 \c 
(orders Sue le sectiol ll ! ( { i \ i 
( i ce i l dlis« mninat ! il I i i 
I ts by « tome must deal exclusivel il 
cula supphers, « | t mergers and ( ch atc 
ma Irpose P. LL. 86-107 ike il R 
It =f Con eTce (ommiss the k« i { t 
( nmiss e Civil A nautics Board, tl | i Leserve Boa 
and the Federal Trade Commissi issued ‘ Sex ] t! ( 
\ alii i < 1 lic ri u } ‘ 
Trade ( mmiss r section 3 « the Federal ‘| le ( 
\ bec et i it ms, Uy 1 the eX] it ov a 
( ce t the le ess petiti t eview i 1 < 
ip] | ite | ted States ( rt \ppe ils | i ils ‘ 
ena provis s of the Federal Trade Con Act | 
l q civil ( aity I tn re tha $5000 < at 
ni p 1 ra 
his i n etfectiveness and erm 
1 ‘ sect 1] t the Clayton Act does t ap] t irt “ 
tiated le Section 11 betore the date ( i < Pp. | x6 
Res le tsta li rders will ive OU da 
( i 1" t pet < trevie : 





By EARL L. MEYERS 


Stability-Data Requirements Under 





M* CHAIRMAN and Members of the Pharmacy Congress: 

I am pleased to have this opportunity to meet with you 
today to discuss some of our common interests and problems under 
the new-drug section of the Federal, Food, Drug, and Cosmetic Act. 
More particularly, | have chosen to discuss the evaluation of the 
drug-stability data required in new-drug applications. 

The members of the New Drug Branch of the Food and Drug 
Administration are very frequently presented with the following 
question : “What kind of stability information and how much stability 
study do you require?” 

Even when we have a specific situation presented, it is always 
difficult and usually impossible for us to give an unequivocal answer, 
because many a new drug—be it an oral dosage form, one for topical 
application, or a parenteral preparation—presents its own unique and 
variable problems. It is our view that we cannot devise a formula 
which will guarantee all the answers to the demonstration of the 
stability of a drug. 

In order to understand what stability data may be expected or 
reasonably required in an application, we need some perspective on 
the purposes such data serve. First, there is the problem of safety. 
The evidence that a new drug is safe does not necessarily establish 
that its deterioration products are safe. Reasonably, an application 
should demonstrate that the drug will not undergo chemical or other 


change until it is consumed by the patient or that any decomposition 
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the New-Drug Regulations 


The Chief Chemist of FDA’s New Drug Branch Outlines Considerations of 
Safety—Direct and Indirect—and of Literal Specifications of the Federal 
Food, Drug, and Cosmetic Act. He Presented This Speech at the Pharmacy 
Congress Held at St. John's University, Jamaica, New York, Last March 17 








or deterioration is safe. There is also a question of indirect safety 
that is, the danger to the patient with a serious disease when reliance 
is placed on a deteriorated drug for treatment. Second—and I| do not 
propose to dwell on this aspect—from the point of view of the manu 
facturer, an obviously deteriorated product will never be his best 
salesman. Finally, consideration should be given to the literal require 
ments of the Act with respect to preservation of the identity, strength, 
quality and purity of a new drug. 

It might be prudent at this point to review with you the basis 
in the law for the requirement that a new-drug application include 
data on the stability of the drug. 

The Federal Food, Drug, and Cosmetic Act requires that a manu 
facturer demonstrate to the Food and Drug Administration that a 
new drug is safe before he markets it in interstate commerce. This 
demonstration, of course, is submitted in the form of a new-drug 
application as provided in Section 505(b) of the Act 

Section 505(b)(4) of the Act requires an application to contain 
“a full description of the methods used in, and facilities and controls 
used for, the manufacture, processing, and packing” of the drug 
This requirement is given meaning and significance by Section 505 
(d)(3) of the Act, which gives the Secretary of the Department of 
Health, Education, and Welfare the authority and responsibility to 
refuse an application if “the methods used in, and the facilities and 


controls used for, the manufacture, processing, and packing of such 
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a drug are inadequate to preserve its identity, strength, quality and 
purity.” We may rationalize this provision in the law by ob\erving 
that evidence establishing the safety of one or more batches of dy new 
drug under investigation has no significance with respect to the fafety 
of subsequent batches of the drug unless they can be shown to be 
the same as to identity, strength, quality and purity as the batches 
studied. Further, such evidence of safety and any evidence of efficacy 
may have little application to a drug that has decomposed before it 
is used. The requirement in the law that the methods, facilities and 
controls employed be adequate to preserve the characteristics of a 
new drug is the basis for requiring stability data in an application. 
Scientific data, not testimonials or speculations, are necessary to sup 


port any conclusions on adequacy. 


Information Required in Application 

The kind of information required to be submitted in a new-drug 
application is outlined under Section 130.4(c) of the new-drug regula 
tions under the Federal Food, Drug, and Cosmetic Act. In this section 
is found Form 356, the new-drug application form. For our purposes, 
we are particularly interested in subsection (4) (b) (xii) of this applica 
tion form, which calls for: 

A complete description of and the data derived from studies of the stability 
of the drug. If the data indicate that an expiration date is needed to preserve 
the identity, strength, quality, and purity of the drug until it is used, a statement 
of an expiration date. 

\t the time these regulations were subjected to trade comment, 
we received proposals that the language “while it is in trade channels” 
be used instead of the language we have employed—“until it is used.” 
Although we adopted other trade suggestions concerning this part of 
the application form, we steadfastly retained this language with solu- 
tions uppermost in our mind. Some drugs are in trade channels in 
the stable lyophilized state, but leave trade channels, at the moment 
they are dispensed, in the form of unstable solutions. The physician 
and the patient are entitled to be informed in the labeling concerning 


the short useful life of the solution. 


Characteristics of Parenterals 
We all are aware that drugs in the solution form are usually less 
stable than are dry dosage forms of the same drugs. At the same 
time, administration by injection frequently involves a considerably 
greater risk to the patient than do other routes of administration. 
These facts make stability data for parenterals of particular significance 
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Increasing attention is being given to the stability of new prod 
ucts. There are often problems of converting from pilot plant to mass 
production. We find production units carrying out a process with 
the utmost care and accuracy, following operational directions to the 
letter, and still producing finished products with quite a bit of vari 
ance. Considerable work along this line has revealed that experi 
mental laboratory runs of a process cannot always be duplicated on a 
production-size batch. There are many factors in production which 
may cause degradation of a preparation, such as localized reactions 
taking place because of slow dispersion, increase in oxidation because 
of the longer time needed to handle a production batch, and longer 
exposure to higher temperatures because of the increase in mass, to 
name a few. Stability problems should be studied in relation to the 
eventual materials and equipment which will be used for commercial 
production. 

There are a number of significant factors affecting the stability 
of a preparation that should be considered in designing studies of the 
shelf life of the formulation, but which are not always given the full 
consideration that they deserve. For example, temperature, pH 
particle size, moisture, air oxidation, method of sterilization, diluents, 
preservatives, containers, closures, light and the presence of certain 


trace metals are some of the important factors. 


How Various Factors Bear on Stability 

\ few examples of how such factors bear on stability might be 
recited. 

Considerable interest is evident in the use of irradiation methods 
for sterilization of injectables. On November 29, 1955, we published 
in the Federal Register a statement of policy to the effect that drugs 
sterilized by irradiation are regarded as “new drugs.” Underlying 
this policy is a concern regarding the stability and potential toxicity 
of drugs sterilized by such methods. For example, changes in the 
structure of the penicillin molecule are known to be produced by 
ionizing energy. Radiation sterilization of insulin at room tempera 
ture causes the loss of practically all activity, while sterilizing in the 
frozen state can be accomplished without appreciable loss in potency 
Obviously, careful studies of stability are a primary part of new-drug 
applications for such articles. 

In recent years a number of containers having all or part of their 


structure composed of complex synthetic, high-molecular-weight 
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polymers referred to as “plastic” materials have been introduced 
Some plastic material useful in making containers and closures has 
the distinct limitation of poor retention of aromatic flavors; is per 
meable to certain greases, oils, nitrogen, oxygen and moisture; may 
accelerate the phase separation of emulsions; and may form com 
plexes with drugs having an acidic hydrogen in the molecule. The 
thickness of the plastic walls of the container or closure has no direct 
relationship to permeability rates. A proper evaluation of stability of 
a drug packaged in a plastic container or closure would indicate the 
effect the plastic has upon the preparation and the effect the prepara 
tion or one of its ingredients has on the plastic. It is, therefore, most 
important in this day of new and different containers and closures for 
packaging drugs that the samples for stability study be taken from 
material stored as it will be in the market package. This is especially 
true of solutions packaged in plastic containers where sorption, leach 
ing and diffusion may greatly influence stability of the preparation 

You are probably aware of the position taken by the Administra 
tion that A-C-D solutions for blood collection are regarded as new 
drugs when packaged in plastic containers. Also regarded as new 
drugs are any injections packaged in plastic containers and intended 
for intravenous, intraspinal, intracisternal, or peridural administra 
tion. This position also rests on a concern with respect to the toxicity 


and stability of injections resulting from contact with plastics 


Lessened Physiological Availability Due to Adsorption 


Among the more subtle effects of aging of a preparation, we may 
consider the lessened physiological availability at the proper time of 
an active drug component because of such physical phenomena as 
adsorption on fillers, binders, or other inactive components. For ex 
ample, PVP, which is used in tablets, may bind the active component 
to such an extent as to delay its release in vivo in part or in toto 
Information on this type of binding should be considered as part of 
the stability data. 

The stability of a drug sensitive to moisture is influenced to a 
major extent by the degree of dryness attained and maintained. It is 
in this area where the moisture vapor transmission of closures comes 
into play. When the closure fails as a moisture barrie. , undesirable 
changes in physical appearance and loss in potency may, and usually 


ck », Occur. 
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As another example of problems related to these factors, we 
might consider a situation involving a solution sensitive to air oxida 
tion. We have seen examples where a manufacturer has determined 
that this is the case with a preparation he proposes to package in 
sealed ampoules under an atmosphere of nitrogen. This is fine, but 
we must question the soundness of subsequent proposals to package 
the same drug in a multiple-dose vial. Even if this package contains 
nitrogen at the start, it is evident that air will be introduced on re 
peated entries. 

Since many solutions must be sterile at time of shipment, we do 
not ordinarily consider the possibility of decomposition due to the 


contamination of micro-organisms. In the case of multiple-dose con 


tainers, however, it is recognized and required for official injections 
that they must contain a preservative that will “prevent the growth of 
micro-organisms.” We may reasonably require evidence derived from 
appropriate studies showing the effectiveness of the preservation of a 
multiple-dose injection against deterioration of quality by reason of 
contamination with micro-organisms. Such studies should demon 
strate that the preservative is still effective in the aged item. This 
latter point is also applicable to other dosage forms, such as oral 
liquids, suspensions and some creams, which require a preservative 
This may well be considered part of the stability data 

The pH of a solution is often a check point of stability. There 
is usually an optimum fH range for any given drug, which will give 
the best biological reaction and at the same time the most stability to 
the formulation. The optimum range should be determined. For 
example, preparations of Congo red have become dangerous for use 
because the incorrect PH of the solution has permitted formation of 
colloidal suspension of the free acid dye. The miotic, pilocarpine 
contains an ester linkage, as do many of our active drugs the product 
of whose hydrolysis is inactive. At PH 6.6 the stability of this drug is 
measured in days, while at pH 5.0, under the same conditions, the drug 
is stable for several years. We have seen cases also—such as prepara 
tions of ester alkaloids—where the active ingredient decomposed upot 
standing, becoming biologically imactive, yet not changing in ap 
pearance 

Interlaboratory Cooperation 

The control laboratory should design and operate a stability 

study on a new product in partnership with the research and de 


velopment laboratories before such product is released. We still find 
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products coming on the market showing instability in a period of a few 
months. It is obvious that no satisfactory stability study had been 
made on such a preparation. The cost of a single recall of an article 
that deteriorates may far exceed that of reasonable stability studies 
ona number of different drug formulations. 

Once the stability of a formulation of a drug in a specific market 
container has been established, it does not follow that a change in 
formulation or container—no matter how minor—will not change the 
stability of the preparation. Changes in the container, closure, excip 
ients, flavor, and manufacturing and processing operations may affect 
the stability adversely, requiring additional studies of stability. It 
should be emphasized that almost any changes in process or composi 
tion require evaluation as to their effect on the stability of the product 

Until such time as manufacturing methods and procedures are 
thoroughly standardized, all batches of a new-drug product should be 
subjected to stability study. Such a seemingly unimportant change 
as a switch in the type of holding vessel may seriously affect stability 
of the finished product. For example, in the early days of antibiotics 
the output of one manufacturer of penicillin ointment was found to 
be unstable while the outputs of other manufacturers were stable 
The rapid decomposition was found to be caused by contact with cop 
per in a holding vessel which had not been used in the pilot-plant 
studies. Certainly, a pilot batch can be misleading in the absence of 


information on production lots 


Preparations—Variations from Manufacturer to Manufacturer 


\ preparation may be stable, apparently, in the hands of on¢ 
pharmaceutical firm under the conditions of his own manufacture. The 
preparation of the same composition in another's hands, using differ 
ent raw materials, different equipment, different containers and varia 
tion in technique, may not be stable. Frequently, we find that ai 
applicant, when his formulation is the same as that of another firm 
relies entirely on the other firm’s stability studies. He finds to his 
disadvantage that studies of the stability of his formulation is an 
essential part of his own new-drug application. 

Too often we are expected to evaluate the stability of a product 
on the basis of data derived from a single batch. In addition, we are 
continually being asked by members of firms about how long their 


firm should run—or be required to run—stability studies of a prepara 
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tion for acceptance in a new-drug application. They seem to ignore 
the fact that we must be guided, as they must, by what the data 
indicate. 

It is always helpful in evaluating stability data submitted as part 
of a new-drug application to have physical stability data of dosage 
forms of the drug. These data should include information showing 
the preservation of the necessary physical properties, such as uni 
formity of suspensions and resuspensions; lack of stratification or 
settling out of ointments; satisfactory disintegration time of tablets 
and capsules, particularly those that have been enteric-coated, with 
no cracking of the coating, lack of cracking or excessive hardening of 
coatings on sustained-release preparations which would affect the 
sustained-release pattern; and maintenance of the appropriate size of 


particles or crystals in ointments and suspensions 


Indications of Deterioration 
Many preparations do not produce a decomposition that can be 
readily measured by the routine assay procedure employed in check 
ing the active component alone. Deterioration may be indicated by 
changes which can be detected by organoleptic observations. The 
observations may include odor; taste; physical appearance, such as 


separation of an emulsion or suspension; cracking of a 


coating 
gradual development of color; appearance of cloudiness or a precipi 


tate, evaporation, or fogging or coating of the wall of the container 
\s an example, certain preparations such as fat emulsions, whet 
freshly prepared, often cause no untoward biological effects, but 
time develop changes that make their injection incompatible or dat 
gerous. The eftects of rancidity in fats and oils as a result of atmos 
pheric oxidation are the development of undesirable odors and tastes 


with an increase in toxicity \n important aspect of this problem 


the development of excessive acidity in oils used as solvents for dru 


administered parenterally 

The chemical assay methods on which stability studies are based 
should be sufficiently specific to differentiate between the unaltered 
drug and its possible degradation products \ method that does not 
differentiate the original product from the degradation product is of 
no value in reaching a conclusion that the preparation is stabl Or; 
any preparations for which the assay methods have not been demo 
strated to be specific tor the undegraded drug, there may be a need for 


Sensitive qualitative Or quantitative tests tor likely degradation products 
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It is helpful to us in evaluating the stability data in a new-drug 
application if it is accompanied by the method of assay used in obtain 
ing the data, with an explanation of its hkelihood of detecting any 
degradation. Any variation in the assay procedure should be stated. 
For instance, adsorption of a solution or suspension on a gelatin or 
plastic container is not uncommon. The assay procedure should 
properly show that the activity of the drug was determined without 
rinsing the walls of the container, as well as with rinsing of the walls. 

Too often we see stability data for which the applicant claims a 
stated accuracy while the data show that the observations made go to 
the precision of the assay. We recommend that, before reaching con 
clusions on the data from stability studies, an applicant determine 
both the precision of the methods used or the extent to which a set of 
measurements or observations conform to their own mean, and the 
accuracy of the methods employed, or the extent to which a measured 
or enumerated value differs from the true value. In the latter instance 
the true value should be determined on the basis of independent 
evidence. 

A storage-testing procedure should provide for initial assay of the 
product as well as assays at stated intervals. The initial assay should 
show the correspondence between the stated input of the component 


under study and the findings in the laboratory tests 


What Raw Data of Applicant's Observations Should Include 


In evaluating the adequacy of the stability studies in a new-drug 
application, we need to have the raw data of the observations made 
by the applicant. The raw data should include the results of any 
replicate assays and indicate any part of the data obtained by modifi 
cation of the assay method. If the assay relies on the absorption value 
of the ultra-violet assay, then the applicant should demonstrate that 
the full ultra-violet curve conforms to that of the pure new-drug 
substance. The application should contain data showing the per cent 
of activity found at stated intervals, preferably expressed as per cent 
of the initial assay. We are not able to evaluate the data when the 
observations are reported as per cent of the labeled amount of the 
drug, particularly when an undisclosed overage of the component was 
used in the formulation. The omission of material facts, such as the 
use of an undisclosed overage of a component, may lead to refusal or 


suspension of the new-drug application. 
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Greater emphasis is being placed on specific and reliable analyti 
cal procedures for pharmaceutical analysis, particularly those which 
can be correlated to the biological activity of the drug. We should 
recognize the possibility that a particular chemical assay procedure 
may not show changes that significantly affect the physiological a 
tivity of the drug. When available, biological tests for such activity 
should be employed in studying stability even when it may not be 
practical to rely on them for routine production control 

The use of accelerated short-term studies to screen possible for 
mulations may be helpful in the selection of the most stable formula 
tion. For example, by employing extreme temperature conditions tt 
should be possible to hasten the decomposition process. Weak or 


unstable formulations will be readily apparent 


Observation of Drug Under Storage Conditions 


Screening studies have their functions, but to be sure a drug will 
be stable for at least three vears in storage, it should be kept under 
storage conditions prevailing during marketing, and observed for 
that length of time. Such studies cannot always be completed by the 
time a firm is ready to market a drug. Moreover, changes in formula 
tion or procedure, after distribution, would again require a long delay 


which is undesirable. A combination of exaggerated tests and storage 


at room and refrigerator temperatures takes a great deal of the guess 
work out of estimating shelf life. Therefore, at the earliest starting 
date, studies with each variety of formulation, as well as the active 
new-drug substance alone, should be initiated. An adequate number 
of samples from several lots of the formulation should be placed on 
study, depending upon the amount of material needed for the various tests 

Also, in interpreting the results of stability studies, judgment 
must be exercised by taking into account the conditions under which 
the formulation was stored. As an example, accelerated studies ot 
stability at elevated temperatures have been used as guides in the 
estimation of shelf life at marketing temperatures. Stability problems 
of drugs are concerned with shelf life under ordinary storage con 
ditions of marketing, but the variable time cannot be telescoped. Thi 


be changed to rather severe temperature 


conditions of storage must 
extremes in order that deterioration occur within a relatively short 
time \ccording to an old rule of thumb, the rate of reaction doubles 


with a Tise of ten degrees centigrade. \lthough this rule mav be valid 
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in certain preparations, it is not applicable to others. To try to estab 
lish an over-all factor for temperature acceleration is foolhardy. Some 
deterioration reactions are not measurably influenced over a ten 
degree-centigrade temperature range while others undergo rapid ac 
celeration. The recommended procedure is to set up a planned 
schedule of accelerated tests for each formulation. 

We should bear in mind that stability studies at 37 degrees 
centigrade are not particularly accelerated tests, considering the 
temperatures prevailing in summer in most parts of this country, as 
well as those temperatures found in the holds of ships or in trucks, 
trains, etc. 

The staff of our New Drug Branch is often confronted with the 
difficult problem of assessing the stability of a new drug on limited 
data. We are conscious of our own limitations of staff, budget, etc. 
I propose that you marshal your scientific and technical resources to 
identify and delineate those physical chemistry parameters which are 
pertinent to stability studies at elevated temperatures to serve as a 
basis for interpreting results of so-called “accelerated studies.” Study 
sections, panel discussions Or an association committee could con 
tribute well to the codification of knowledge in this sphere. Such a 
body of knowledge, in aiding the Food and Drug Administration to 
establish the best criteria for stability evaluation, would be in the 


general interest of the pharmaceutical industry. 


Establishing the Outdating Period 


\t times, as a result of accelerated studies or studies of very 
closely related dosage forms, it may be reasonable to expect that a new 
drug will be stable for longer periods than are covered by direct evi 
dence. Whenever an applicant is willing to assume the risk that an 
article will remain stable, he may propose a somewhat longer out 
dating period than direct evidence supports. If the proposal is 
reasonable, we will allow such an outdating period, provided that the 
applicant makes the following commitments: (1) He will follow the 
stability of lots marketed through specified tests at stated intervals. 
(2) He will submit the results of such studies to the New Drug 
Branch as they are obtained. (3) He agrees to recall from the market 
any outstanding amounts of lots that have been found to deteriorate 
within the outdating period. When an extended expiration date is al 


lowed on this basis but the conditions are not met—for example, the 
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applicant does not submit the results of his continued stability tests- 
it may be reasonable to suspend the application on the grounds that it 
contains an untrue statement of a material fact. 

An applicant should submit, as part of his new-drug application, 
all the data he has available that has any bearing on the stability of 
the preparation. If the data do not clearly indicate, or are insufficient 
to reach, a conclusion that the product is indefinitely stable, we recom 
mend that he propose a reasonable outdating period. On all short 
term stability data, it may be considered a corollary that commitments 
such as are stated above should be made a part of the application 

In the case of preparations marketed in lyophilized form or as 
powder mixtures, to be diluted at time of dispensing, it is necessary 
to state two expiration dates. The one is based on the stability of the 
dry material and the other on the stability of the solution prepared from 
it. Obviously, stability studies are necessary for both forms of 
such drugs 

[f an applicant submits stability data which show that the potency 
of the product falls below the lower limit of acceptance in a few 
months, he should recommend an expiration date for the preparation ; 
submit an explanation of the instability of the article, if known; and 
a proposal for producing a more stable preparation. 

When an article deteriorates, common sense dictates study of 
safety with the deteriorated article if it may reach the consumer in 
that state. 

Carrying-Over of Stability Data from 
One Formulation to Another 

In interpreting the results of stability studies, many firms have 
found to their disadvantage that the carrying-over of stability data 
from one formulation to another is not acceptable. In general, the 
results of any stability study are applicable only to the formulation 
under the test conditions imposed, such as temperature, diluents, con 
tainer, moisture, PH, closures, etc., employed on a particular article 

When the formulation of a product is changed, stability studies 
of the revised formulation should be started anew. We frequently 
observe firms submitting supplements to new-drug applications to 
provide for substantial changes in the formulation of their products 
without having determined anything about the stability of the new 
preparation. This only results in loss of time by the firm, since it is 
necessary that the firm demonstrate to us that the new preparation 


is stable. 
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In arriving at a decision as to whether a proposed outdating 
period for a preparation is justified, we must be conservative in order 
to protect the public health. Commercial consideration must, of 
course, be secondary. However, an outdating period, which creates 
marketing problems, is not a final, fatal sentence on a product. Con 
tinuation of studies may support extension of the outdating period or 
elimination of dating periods altogether when additional data become 
available. The additional studies should simulate actual market shelf 
life storage conditions. It is necessary, of course, to obtain an effec 
tive supplemental new-drug application to provide for any such 


extension or elimination of an outdating period for the article. 


Reliance on Judgment of Scientists 

We have discussed some problems relating to stability of drugs. 
It is not possible in a limited time to discuss all of the aspects of the 
problem. If such a discussion were possible, I doubt that it is really 
necessary. Drug manufacturers employ scientists, whose general 
background of training and experience equips them to recognize and 
meet these problems. We cannot reasonably furnish blueprints either 
of a general plan for stability studies or the basis of judgment we will 
employ in evaluating them. We believe, however, that scientists, 
whether they are from industry or government, can easily agree as to 
the adequacy of any particular study and what constitutes a reason 
able interpretation of its results. | am sure we will all agree that the 


public health and a sound drug supply constitute the first consideration 


[The End] 
¢ RECENT FOOD-ADDITIVE PETITION ¢ 


Polypropylene—petition proposing that polypropylene be permitted 


m food when its presence therein results from its transfer from materials 
used in packing, processing, packaging, transporting or holding suc! 


food and in which isotactic polypropylene having the following specifica 


tions functions as the basic resin: Its reduced specific viscosity is 2.5 
to 9.0; it is completely soluble in decahvdronaphthalene at 160 degrees 
centigrade, with a maximum soluble fraction of 8 per cent after cooling 
at 25 degrees centigrade; it contains no components that transfer to 
food at a toxicologically significant level or that are not permitted by a 
regulation issued pursuant to Section 409 of the Federal Food, Drug, 
and Cosmetic Act. The petitioner represents that it is umnecessary to 
establish by regulation the quantity of polypropylene that may be pet 
mitted to migrate to food, since the proposed regulation by its nature 


renders it impossible for the amount of transfer to exceed the safe level 


—Filed by Hercules Powder Company, Wilmington, Delawar: (24 
Federal Register 5945.) 
Published in CCH Foor Druc Cosmetic LAw Reports, N 247, 


July 31, 1959 











Developments 


UNDER THE NATIONAL PURE-FOOD LAW 
AFFECTING THE PACKAGING INDUSTRY 


By ARTHUR A. CHECCHI 


The Assistant to the Deputy Commissioner, Food and Drug Ad- 
ministration, Spoke at a Meeting of the National Flexible 
Packaging Institute, at New York City on January 20, 1959 





l AM VERY HAPPY to have this opportunity to meet with you 
today to discuss some matters of current interest involving the 
application of the Federal Food, Drug, and Cosmetic Act to food 


packaging materials 


The food-additives amendment of 1958 is the newest—and, in our 
view, most important—change in the Act that has occurred since the 
basic pure food law was rewritten in 1938. Without discussing it at 
length, let’s take just a quick look at it. The amendment, as you 
know, seeks to make certain that substances which may reasonably 
be expected to become components of food or otherwise affect its 
characteristics are safe for their intended use. The language of the 
statute makes it clear that it is intended to cover indirect as well as 
direct additives and specifically includes any substances intended for 
use in packaging food. Of special interest to you, of course, is the 
fact that this new amendment has a very profound effect indeed o1 


packaging components 


The new law establishes a procedure whereby substances which 
are not generally recognized by appropriately qualified experts as 
safe for their intended use or which have not been sanctioned may be 
“cleared” or “approved” for specific uses through the filing of peti 
tions showing that they have been properly tested through scientitx 
procedures and found to be both safe for those purposes and capable 


of accomplishing their intended physical or other technical effects 


~ 
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“Approvals” are made by publishing in the Federal Register as “orders” 
the names of the substances and the specific conditions under which 
they may be used. Once a substance is listed, any person may use 
it under the specified conditions without first requesting authorization 


from the Food and Drug Administration. 


Features of Food-Additives Amendment 


The amendment makes at least three radical changes: (1) It 
provides a method whereby formal approval for use of an additive 
under specified conditions can be secured. In the past, except where 
the substance was one that was poisonous or deleterious and was 
required in the production of a food or could not be avoided by good 
manufacturing practice, there was no authority granted to the Food 
and Drug Administration under the law for formal approval of sub 
stances for use in food. Where the substance was known not to be 
poisonous or deleterious, we could simply state that we could perceive 
no objection to its use. We could by law establish safe tolerances for 
the necessary or unavoidable substances. (2) It requires that new 
additives be proved safe before their use may be permitted. In the 
past, we had to prove them to be poisonous and deleterious before 
we could prevent their use. (3) It provides a system whereby safe 
tolerances for substances that may be harmful in larger quantities 
may be established. In the past, the “per se” rule forbade such a 
practice; many useful substances were thereby barred from use even 
in amounts where they presented no hazard to health. The amend 
ment has, as | am sure you well know, many other features and 


provisions. I shall not attempt to cover all of them at this time. 


\s is inevitable with the passage of any new statute, particularly 
one as far-reaching as is this one, a great many questions arise, espe 
cially from the standpoint of its impact on a given industry, and the 
obligations and restrictions it imposes on affected persons. Judging 
from the rather voluminous correspondence that has crossed my desk 
during the past several months, this law is far from being an excep 
tion. There have been many questions. While to the best of our 
ability we try to answer them all, neither | nor my colleagues back 
in Washington at this stage of the game know all of the answers 
It is only through time and experience that we can hope eventually 
even to approach the status of true pundits on the subject. Never 


theless, we have resolved many of the points, and I would like to 











DEVELOPMENTS AFFECTING PACKAGING INDUSTRY PAGE 529 


discuss those which seem to be of particular interest to the packaging 
industry. 

One of the questions most often asked by members of the pack 
aging industry is: “How much information regarding a food additive 
must be revealed in the Federal Register as part of an order under 
the amendment?” Obviously, to be at all meaningful to persons who 
must comply with such an order, it should tell what the additive is 
and set forth the conditions of use to which it relates 

We believe that it is clear both from the amendment and its 
history that the principal factor which must be considered is the 
nature and safety of the substance, if any, which may reasonably be 
expected to become a component of food either as a direct additive, 
or aS a migratory substance from a container. An order which fails 
to establish this is no better than no order at all. Obviously, in the 
case of packaging material where no migration can be expected under 
the intended conditions of use, except in the unlikely event that the 
characteristics of the food aré otherwise affected, the matter is not 
one that requires publication of either a proposal or an “order” under 


the amendment before new materials may be used. 


Where Migration of Substances Occurs 

Where migration does occur or may reasonably be expected to 
do so, if possible the migratory substance should be identified ; in any 
event, its safety should be clearly established. Where it proves to be 
a substance for which an “order” under the amendment is required 
then, as we interpret the law in this connection, we are obligated 
to publish in the Federal Register the identity of the migratory sub 
stance to the extent to which it can be determined whether or not 
it is one of the original components of the wrapping material. Where 
it is one of the original components, we believe we should include 
in the published order (1) the name of the substance, (2) the maxi 
mum quantity that may be permitted as a migrant to food and (3) 
the physical or other technical effect it accomplishes in the wrapping 
material. Where it is not one of the original components but, rather, 
a reduction or reaction product, the published order should include 
the name of the substance; the maximum quantity that may be pet 
mitted as a migrant to food; the identity of the original component 
responsible for the migratory material; and the physical or other 
technical effect that the original component accomplishes in the 


wrapping material. 
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My comments must not leave the impression that a petition for 
an order authorizing the presence in food of a migratory substance 
from packaging material need discuss only the additive, its safety, 
and its function or that of its precurser where it is not an original 
component. Let me say that, among other things, the petition should 
also include a list, both qualitative and quantitative, of all of the 
ingredients of the packaging material; their function; the process by 
which they are combined; and the details and results of the extraction 
studies made to determine solubility of migratory characteristics. 
While this information does not appear in the order, without it we 
cannot evaluate the merits of any petition under the amendment. 


Question Concerning Prior Approvals 
Perhaps the other most-often-asked question is: 


When the Food and Drug Administration has approved a substance for use 
in packaging material, either through a letter to a firm or through publication 
in the scientific literature, can it be assumed that that substance may be used in 


any formulation for a packaging material without pharmacological testing ot 


without securing “approval” under the food-additives amendment ? 

Prior approvals, whether they be through individual letters or 
published articles, must be considered strictly in the context in which 
they appear. Where, on the basis of data furnished us, we found an 
ingredient suitable for inclusion in a food-packaging material under 
a given set of conditions and we sanctioned it, then by statutory 
definition it is exempt under the food-additives amendment. How 
ever, we must call attention to the fact that while the combination 
of a given set of ingredients through one processing technique may 
be entirely satisfactory because either the substances are so firmly 
held together that no migration may reasonably be expected or, where 
migration does occur, the migratory substance is one that is generally 
recognized by appropriately qualified experts as safe as a component 
of food, that may not necessarily be true of the same ingredients in 
the same or different proportions bound together through another 
process. Therefore, while published material and individual letters 
can certainly serve as guides in the selection of packaging components, 
they are not intended to imply that substances listed in them are 
acceptable under any conditions of use or that they would necessarily 
meet either the safety or the usefulness criteria of the amendment. 
They mean simply that, under certain specific conditions, listed sub- 


stances were found to be acceptable. 
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Extraction Studies Necessary for All New Wrapping Materials 

Thus, whenever a new wrapping material is developed, even 
though it be composed entirely of substances which have been tested 
and found to be safe individually or in other combinations, extraction 
studies should be made and the extractables looked at from the 
standpoint of the food-additives amendment. Unless the substances 
which may migrate to food are generally recognized as safe for their 
intended use or their presence conforms with a pre-existing approval 
or order under the amendment, a petition seeking an order authorizing 


their addition to food is necessarv. 


\s you may have noticed, the closing date for fling comments 
on the proposed procedural and interpretive regulations under the 
amendment has been extended to February 7. This was done because 
various elements of the food industry requested more time to prepare 
their comments. We have not established a firm date for the publica 


tion of the final regulations, but hope that it will be early in March 


Where Pertinent Information May Be Obtained 


Those of you who will be responsible for preparing petitions 
are well aware, I’m sure, of the fact that the regulations set forth the 
procedures to be followed in this respect. You may also be interested 
to learn that our Division of Food has prepared a leaflet giving an 
outline of analytical procedures that are helpful in determining 
whether any substances migrate from packaging materials. We'd 
be glad to furnish copies to anyone who writes for them. Another 
point of interest is the fact that the January issue of the Quarterly 
Bulletin of the Association of Food and Drug Officials of the United 
States will carry an article written by members of our scientific staff 
discussing at length recommended procedures for evaluating the 
safety of food additives. Reprints will be available from the associa 
tion’s secretary, Mr. Joe Lakey, Texas State Department of Health, 
\ustin, Texas 

Before leaving the subject of the additives amendment, I would 
like to remind you of its’ becoming effective on March 5 with respect 
to all food additives except those which were in commercial use prior 
to January 1, 1958. This means that foods containing food additives 
used for the first time after January 1, 1958, will be in violation of the 
law and subject to all of its provisions—unless, of course, permissive 


“orders” under the amendment are obtained 
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If I may depart now from the food-additives amendment and 
talk about a subject that bears no relationship to it, I would like to 
call attention to what Commissioner Larrick considers an outstanding 
example of how the public interest can be served through industry 


government understanding, cooperation and action. 


Tinted, Lined, Checked and Opaque Materials—Deceptive? 

Last October, Henry Hoffman, state chemist of the State of 
Minnesota, came to us to discuss the increased use by the food 
industry of tinted, lined, checked and opaque film packaging materials 
He had received consumer complaints that the use of such materials 
in packaging fruits and vegetables caused deception. We conducted 
a rather limited survey of our own and found evidence which, coupled 
with that furnished by this cooperating state official, presented a con 
vincing picture that the use of such packaging material did in some 
instances tend to make articles appear of greater value or to conceal 
inferiority. We were also impressed by the fact that the use of 
potentially misleading packaging material appeared to be a definite 
trend. 

Since it did appear to be a general situation, rather than to 
embark on an immediate enforcement program it was decided to discuss 
the matter first with the industries involved in the hope that through 
such an approach the general trend could be reversed and regulatory 
action would subsequently need to be taken only in dealing with any 
remaining violative situations. 

We are much gratified by the results this approach has had thus 
far. Profitable discussions developed immediately with representa 
tives of a number of associations concerned with the fruit, vegetable 
and packaging industries, including your own National Flexible Pack 
aging Institute. A wholesome interest was shown in the problem, 
and it was agreed that the matter would be studied and a determina 
tion as to future action would be made promptly. 

We were both intrigued and impressed with the results of the 
quick survey conducted by Mr. Cowan of your association following 
these talks. We understand that it showed that of a sample of buyers 
representing over 12,000 stores, the overwhelming majority of those 
who responded to a questionnaire objected to the use of either tinted 
or mesh-printed packaging film; none favored it; and only a few 
thought it acceptable even if an adequate clear “window” area were 


provided. 
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Based on our joint consideration of this problem, we have pro 
posed a general statement of the application of the law to the situation 
which, incidentally, we worked out in collaboration with Alan T 
Rains, executive vice president of the United Fresh Fruit and Vege 
table Association. The statement sets out certain packaging practices 
which, generally speaking, we believe to be objectionable because 
they encourage trends with eventual results contrary to both con 
sumer interests and fruit and vegetable interests. These practices 
inglude the use of tinted film to intensify or improve the color of an 
inferior packaged food; the use of film printed with lines or checks 
of the same color as an inferior packaged food to better its appear 


ance; and the use of film with opaque areas that conceal damage or 


inferiority. However, totally opaque packaging material is not o 
itself objectionable. In general, where film packages have clear areas, 
such areas exclusive of any “netted” areas should equal at least 50 


per cent of the total 


While we think these are good guiding principles, it is, of course 
a question of fact for consideration in each specific situation as to 
whether any given practice is in violation of the law. We are con 
fident that if these general principles are understood and observed 
by all concerned, both the public and the industry will have benefited 
through our mutual efforts. As I have said, we are glad to see the 
progress made thus far on a cooperative basis. We hope and con 
fidently expect that after the implementation of the statement of 
principles, no occasion calling for action, on our part, of a regulators 


nature will arise 


“Open-Door”’ Policy of FDA 


| believe that these matters which I have touched upon brief: 
are perhaps the highlights of the developments under our law involy 
ing your industry. Undoubtedly, more can and will be said; however 
this can be left for some future occasion. For now, I should like 
simply to express my appreciation for having had this opportunity 
to speak with you today and to assure you of the willingness of all 
of us in the Food and Drug Administration to sit down with you at 
any time individually or collectively to discuss matters of mutual 
interest and to be as helpful as we can in discussing the requirements 
to be fulfilled and the procedures to be followed under the laws falling 


within our jurisdiction [The End] 
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“The right of the people to be secure in their persons, houses, papers, and effects, 

against unreasonable searches and seizures, shall not be violated, and no War- 

rants shall issue, but upon probable cause, supported by Oath or affirmation, 

and particularly describing the place to be searched, and the persons or things to 
be seized.”—Fourth Amendment 


VER 150 YEARS after the adoption of the federal Bill of Rights, 

it is still unsettled whether the Fourth Amendment applies to 
civil proceedings to which the government is a party. The Fourth 
Amendment does not state whether it is to be applied to civil, as well 
as criminal, proceedings. 

Investigation into the immediate background of the adoption of 
the amendment does not reveal the intent of the framers of the amend 
ment on this point.' There are two possible explanations for this 
One is that the framers did not foresee the application of the amend 
ment to any type of suit, simply intending that it would control crim 
inal process as applied to warrants for arrest, search and seizure. In 
fact, it was not until the latter part of the nineteenth century that the 
amendment became the foundation for any litigation in the Supreme 
Court. A second interpretation is that the framers intended the 
amendment to be a general protection against unreasonable invasions 
of privacy by the government and did not realize that the government 
would ever attempt to use fruits of an unreasonable search and seizure 


1See Nelson B. Lasson, ‘‘History and tory and Political Science (Baltimore 
Development of the Fourth Amendment,” Johns Hopkins University Press, 1937) 
Johns Hopkins University Studies in His- 
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OURTH AMENDMENT 
ROCEEDINGS 








Dr. Way—an Instructor in Political Science at the University of Calli- 
fornia, Riverside—Emphasizes That the Paramount Question Loom- 
ing in Back of Pertinent Cases Is One of ‘‘Justifiable Concern over 
the Powers of the Government."’ Such Power, He Notes, ‘‘Does Not 
Need to Carry with It Any Right to Proceed in a Lawless Fashion’’ 


as the basis for any proceeding, criminal or civil, against an individual 
The very fact that other constitutional protections, such as the Fifth 
\mendment’s protection against compulsory self-incrimination, difter 
entiate between civil and criminal proceedings leads one to assume 


that the framers simply did not anticipate the problem 
The federal Weeks rule, announced by the Supreme Court in 1914 

is of great importance to this issue, for it is the rule which gives force 
to the protection of privacy. In the Weeks case the Court held that a 
party injured by an unreasonable search and seizure could make a 
pretrial motion for the return and/or suppression of the illegally 
seized evidence. If the Fourth Amendment should apply to civil pro 
ceedings to which the government is a party it would be by means of 
the Weeks rule of exclusion of evidence illegally obtained. One point 
needs to be mentioned about this rule: While the original definitive 
interpretation of the Fourth Amendment, which was made by the 
Supreme Court in 1886 in Boyd v. U. S.,* did relate the protection from 


illegal searches in the Fourth Amendment to the Fifth Amendment’s 


Weeks v. U. 8., 232 U. S. 383 (1914) 116 U. S. 616 (1886) 


st 
w 
Jt 











PAGE 536 FOOD DRUG COSMETIC LAW JOURNAL—AUGUST, 1959 


protection against compulsory self-incrimination in criminal proceed 
ings, the Supreme Court did not rely upon the Fifth Amendment in 
the Weeks case. Thus, there is no doctrinal reason why the Weeks 
rule could not be extended to civil cases, since the Weeks rule did not 
rely upon the Fifth Amendment, which is limited to criminal proceed 
ings. Additionally, even if the Weeks rule did rely upon the Fifth 
\mendment—and subsequent cases have done so—still the Weeks rule 
has been held to apply to corporations even though corporations do 


not enjoy the privilege of no compulsory self-incrimination.* 


The Supreme Court has never directly ruled on this issue. An 
investigation of judicial opinions reveals that the lower courts have 
been divided on the point. To the extent that the Weeks rule has been 
accepted, all jurisdictions allow the application of the amendment in 
criminal and quasi-criminal proceedings. The weight of early opinion, 
however, is against the application of the amendment to civil proceed 
ings to which the government is a party. It is understood that the 
amendment does not apply to invasions of privacy by the individual 
and, hence, would not have application in suits between private 


parties.” 


Early Federal Decisions 

In 1855 the question arose of whether a Treasury distress warrant 
came within the limitations of the Fourth Amendment. The Supreme 
Court, in Murray's Lessee v. Hoboken,® held that the amendment did 
not apply. The Court noted that this protection had no reference to 
civil proceedings for the recovery of debts. A search warrant is not a 
part of such proceedings and the fact that Congress called the process 
a warrant of distress would not affect its constitutional validity. The 
Court stated of the distress warrant that “in substance, it is satisfac 
tion of a debt; and as no other authority is confirmed, to make searches 
and seizures, than is ordinarily embraced in every execution issued 
upon a recognizance, or a stipulation in the admiralty, we are of the 
opinion it is not invalid for this cause.” 

In this case the Court made reference to the fact that search wat 
rants are not a part of civil process. At the time of the formulation of 
the Constitution this fact must have been recognized, for the English 


had at one time attempted to use search warrants for the recovery of 


‘Hale v. Henkel, 201 U. S. 43 (1906) activities of private individuals; cf. U. 8 
*Burdeau v. McDowell, 256 U. S. 465 v. Chodak, 68 F. Supp. 455 (1947), in 
(1921). holding that the Fourth Amend regard to a private-citizen arrest 
ment gives protection against government *59 U. S. 272, 285-286 


action and is not a limitation upon the 
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private claims and had abandoned them because of the injustices in 
flicted thereby. In the Massachusetts case of Robinson v. Richardson 
the court noted that search warrants were not available for private 
purposes and remarked that their use was confined to cases of publi 
prosecution, instituted and pursued for the suppression of crime or the 
detection and punishment of criminals... The Murray case and the 
Robinson case, confined to their limited holdings, are quite consistent 
with the protections of the Fourth Amendment. Later cases, however, 
were to take these decisions out of context and use them for much 
bre vader decisions 

\ few years after the Robinson decision a federal district court 
had before it an application for contempt for failure to obey a summons 
of the internal revenue supervisor.” The action of the supervisor was 


in pursuance of certain acts of Congress '® which required, for revenue 
purposes, that certain records be kept for inspection of officers and also 
required the production of such records and testimony by process otf 
a summons. Meador refused to obey the summons. The court issued 
an arrest warrant for the attachment of Meador for refusing to obey 


the court summons. 


The court argued in this case that the excise tax collection power 
was so broad as not to bring it within the ban of the Fourth Amend 


' The court cited the Robinson case as holding that the Fourth 


ment.’ 
\mendment applied only to criminal proceedings and not to civil 
proceedings. Of course, the Robinson case had not held this. It had 
simply recognized that search warrants apply only to criminal process 
In the Meador case, what the court did was to limit the interpretation 
of the Fourth Amendment to the scope of search warrants—that is 
the court assumed in this case that the protection of the Fourth 
\mendment is limited merely to search warrants. Investigation into 
the framing of the Fourth Amendment in 1789 reveals, however, that 
the amendment was not intended to be a mere limitation on the general 
warrants with which the colonists had been most familiar, On th 
contrary, a successful attempt was made at the committee stage i 
Congress to draft a document which would be a limitation against 
all unreasonable searches and seizures, whether with or without 


warrant.'* It does not follow that simply because search warrants 


13 Gray 454 (1859) "14 Stat. 102 (July 13, 1866) and 15 
‘See also Ansil Wright v. Lias Dressel Stat. 125, 145 (1868) 
140 Mass. Repts. 147 (1885) " Citing Blackstone’s Commentary. V« 
'In re Meador 16 Fed. Case 1294, No 1, p. 318 
375 (1869) % Lasson, work cited at footnote 1 at 


pp. 100-105 
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apply only to criminal process, the amendment applies only to criminal 
process. It may or may not apply to civil process; if it does not, the 
reason is not because search warrants apply only to criminal process. 

In 1875 a lower federal court held that the seizure of distilleries 
for violations of the revenue laws did not come within the limitations 
of the amendment.'* The court in that case maintained that the seizure 
was part of a forfeiture proceeding in which only the property was to 
be considered the offender or offense. The court noted that this was 
an in rem proceeding which is totally independent of any in personam 
criminal proceeding. For a forfeiture proceeding to be criminal it must 


carry personal conviction and judgment. 


Boyd Case 

Both the Meador case and U. S. v. Three Tons of Coal were dis 
cussed in the Boyd case.'* The Three Tons of Coal decision was limited 
in the Boyd case, which held unconstitutional one part of the statute 
in question in the former case. In the Boyd case the Court held that 
the subpoena duces tecum, which was also involved in the earlier case, 
was within the limitations of the Fourth Amendment. In the Boyd 
case the offense alleged was fraud against the revenue of the United 
States; the penalty was forfeiture of the merchandise. The Supreme 
Court held that the compulsory production of one’s books to support 
such a charge violated the Fourth and Fifth Amendments. The Court 
noted that simply because the prosecution proceeded by civil informa 
tion, this could not take away the criminal aspect of the proceeding 
The Court concluded that the penalties and forfeitures incurred were 
of a quasi-criminal nature and thus “. . . they are within the reason 
of criminal proceedings for all the purposes of the Fourth Amend 
ment.” '* There seems to be the implication in this statement of the 
Court that the amendment is limited to criminal proceedings, with a 
liberal interpretation of the confines of criminal proceedings. 

The above-cited cases seem to limit the protection of the amend 
ment to cases of searches and seizures which might result in criminal, 
penal or forfeiture proceedings. As far as the protection is concerned, 
however, the question is not whether the search and seizure is a part 
of criminal or quasi-criminal process, but rather: Is the search and 
seizure reasonable? The Court cannot justifiably ignore the means 


by which the proceeding was instituted. If the proceeding started in 


S. v. Three Tons of Coal, 28 Fed 


"Cf. Stanwood v. Green, 22 Fed. Cas ul 
1077, No. 13,301 (1870), where essentially Cas. 149, No. 16,515 (1875) 
the same decision was reached as_ the ™ Cited at footnote 3 


holding in the Meador case “116 U. S. 634 
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an unreasonable invasion of privacy, then the protection should not 
be circumvented by the simple expedient of instituting civil proceed 
ings. Sometimes only civil proceedings would be open to the govern 
ment, but it has happened that the prosecution, realizing that an 
unreasonable search and seizure has been committed, is able to insti 
ggrieved individual for the collection of 


fines rather than risk a criminal prosecution 


tute a civil suit against the a 


Later Federal Court Decisions 

During the last 25 years, the question of the application of the 
Fourth Amendment to civil proceedings has been before several lower 
federal courts. Most of these cases deal with the Food and Drug Ad 
ministration. A few cases have been selected which present both 
points of view, that is some which maintain that the amendment does 
not apply and some which assert the contrary view 

In 1925 a district court had before it a forfeiture proceeding under 
the Federal Food and Drugs Act. The seizure of the goods had not 
occurred ; they were still in the possession of their owner. The federal 
attorney requested, by affidavit, the issuance by the court of a monition 
attachment. The affidavit was unsupported by oath or affirmatior 
The owner of the goods contended that this violated his rights unde 
the Fourth Amendment. The court ruled against the owner and held 


that there was 


no sufficient reason or authority for belief that the Fourth Amendment was 
intended to apply to an attachment for the seizure of property. The bold lette: 
he amendment suggests that it was intended only to apply to warrants whicl 
direct bot! searc and seizure But at least as to warrants for the arrest 
persons charged with crime there seem no room for doubt that the amendment 


The court concluded that there was no historical foundation for 
assuming that attachments were to come under the same limitations 
as search warrants. The court felt that, as the amendment did not 
apply to a distress warrant, there was no reason to believe that the 
amendment applied to attachments. 

The court noted one persuasive reason for summary seizure 
powers—the need for rapid action in cases dealing with poisonous and 
dangerous drugs and foods. As the law stood in 1925, the Food and 
Drug Administration could only seize the articles when they were 
in transit in interstate commerce or unloaded in their original pack 
ages. Since 1925 this provision has been amended in favor of a broader 
seizure power.'* 


U. S. v. Bighteen Cases of Tuna Fish * 1938 amendment to the original A 
5 F. 2d 979 (1925) (21 USC Sec. 334a) 
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The second case to be treated, Camden County Beverage Company z 
Blair,*® arose out of the National Prohibition Act. The court had be 
fore it a proceeding to revoke the permit of the complainant under this 
act. The beverage company requested that the evidence in support 
of the government’s request be suppressed as it was obtained by an 
unreasonable search and seizure made against the complainant. 

In this case the court held that such a proceeding did not come 
within the purview of the Fourth Amendment. The court asserted that 
the amendment applied only to instances where the evidence procured 
by an illegal seizure is to be used in a criminal, penal or forfeiture 
proceeding.” The court based its reasoning on the limited purposes 
of the search warrant. The Meador case had previously arrived at the 
same narrow interpretation.*’ 

The last case to be mentioned in support of the narrow interpreta 
tion of the amendment—U’. S. v. 935 Cases of Tomato Puree,”* involved 
a libel in rem against goods claimed to have been adulterated in viola 
tion of the Federal Food, Drug, and Cosmetic Act. In pursuance of 
the requirements of Congress, the process was in conformity to admi 
ralty law. Under this process the seizure was made and then a hearing 
was held before condemnation in order to determine the justification 
of the seizure and for the issuing of a certificate of probable cause 

The owner of the goods maintained that the seizure violated his 
rights under the Fourth Amendment, as interpreted by the Supreme 
Court in the Boyd case. The lower court ruled against this and held 
that the case did not present an analogy to the Boyd case. It reasoned 
that this case, as a libel in rem, was a civil action whereas the Boyd 
case involved a criminal charge against the defendant. Additionally, 
the court pointed out that the Supreme Court had not decided in the 
Boyd case that the order for the production of the papers was a search 


warrant which must be supported by oath 


Seizure Activities of Food and Drug Administration 

\s indicated above, the majority of federal cases which involve 

the question of the application of the Fourth Amendment to civil 
proceedings are related to the activities of the Food and Drug Ad 


ministration. In addition to the question of whether inspections made 


by this agency come within the purview of the amendment, there is 


; 


the constantly arising question of whether the seizure activities of 


” 46 F. 2d 648 (1930) ‘16 Fed. Cas. 1294, No. 9,375 (1865) 
146 F. 2d 654 136 Fed. 2d 523 (1943) 
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the agency are in any fashion limited by the Fourth Amendment 
The cases cited above have held that such activity is not limited 
by the amendment, since the seizure for confiscation is by a process 
of libel in rem against the goods. This is a civil process aimed at the 
offending goods, and it is thus contended that it is not penalty ot 


punishment directed against the person, The criminal provisions of 


x « 


the law are entirely separate from the seizure and forfeiture provisions 


Two facts must be indicated about the activities of the Food 
and Drug Administration. In the normal course of enforcement 
activities, this agency exercises two distinct powers, both of which 
are contended to be outside the scope of the Fourth Amendment 
These two powers—plant inspection and summary seizure of adulter 
ated or misbranded goods—are asserted to be nonecriminal actions, 
and hence not limited by the amendment. The inspection power of 
the agency ** allows for the physical inspection of the plant and sup 
posedly does not include the power of inspection of records and files 
It has been contended that this inspection is not a search under the 
Fourth Amendment, as it has no relationship to criminal action. It is 
simply the means whereby the agency finds, and informs the manu 


facturer, that articles are substandard.” 


The second power is the power to seize violative articles for 
forfeiture and confiscation. According to the cases cited above on 
this point, this quasi-admiralty procedure, as a libel im rem, is beyond 
the limitations of the amendment.** The first power, that of plant 
inspection, can be the basis for securing information which might 
lead to the summary seizure of allegedly violative goods. If the 
goods are seized, the agency will start proceedings for their con 
demnation in a libel im rem against the goods. As pointed out above 
this libel action is supposedly not a penalty proceeding against the 
owner. This appears to be a reasonable contention. The result of the 
proceeding might have the effect of being a penalty against the owner 


but the purpose of the proceeding 1s to confiscate the dangerous goods 


Cf. Vincent A. Kleinfeld The Seizure tic Law Journal 18 (January 1954) 
Section of the Federal Food, Drug, and Thomas W. Christopher Factory Inspec 
Cosmetic Act 2 Food Drug Cosmetic tion,’’ 8 Food Drug Cosmetic Law Journa 
Law Quarterly 21 (March 1947). and 101 (February, 1953) 

James G. Flanagan Jurisdiction in Libel "Richard Strichartz Problems Relat 
Proceedings 1 Food Drug Cosmetic Lau ing to the Use of the Search Warrant in 
Quarterly 220 (June, 1946) the Administration of the Federal Food 

67 Stat. 477, P. L. 217 (August, 1953) Drug. and Cosmetic Act 9 Food Dru 
83rd Cong., Ist Sess Cosmetic Law Journal 331 (June 1954) 

Charles S Rhyne and Eugene F See also a similar holding in [ S. 1 
Mullin, Jr Inspect What A Study in Sixty-Two Packages of Marmola Prescrip 


Legislative History 9 Food Drug Cosme tion Tablets, 48 F. Supp. 878 (1943 
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in the interest of public health. An interesting point arises while 
the goods are in the custody of the court, awaiting final determination 
of the libel against them. Can the court allow the agency to use 
samples of the seized goods as a basis for a prosecution under the 
criminal provisions of the food and drug Act? At least one district 
court has held that this can be done without violating any rights of 
the defendant under the Fourth Amendment.” If this holding is 
correct, the contentions of those who maintain that the inspection and 
seizure are not within the purview of the amendment are certainly 
weakened. It would also amount to a subtle circumvention of the 


Fourth Amendment. 


Arguments Favoring Application of Amendment to Civil Proceedings 

In a case quite similar to the above-cited U. S. v. Eighteen Cases 
f Tuna Fish, a district court had before it a libel against goods 
alleged to have been misbranded in violation of the food and drug 
Act.° At the time of the action, the goods were still in the possession 
of the owner, awaiting final court determination. The court ruled that 
lar 


the seizure and proceedings under the food and drug Act were s 
criminal as to come within the reach of the Fourth Amendment 
To this extent the ruling differs little from the Boyd case. In both 
cases there was the assumption that only criminal cases were within 
the limitations of the amendment. This case differed, however, in the 


sweep it gave to what constitutes a criminal! action. The court stated 


Che question in every case of seizure is whether the seizure was justified or 
not, and the proceeding to ascertain that fact is a civil proceeding, but a seizure 
of goods is in effect a proceeding against the owner and hence criminal in nature 
and the matter is brought within the meaning and operation of the Fourt! 
Amendment under which it is no less serious offense to seize goods than it is t 
seize the person without a warrant under oath founded upon probable cause 


In 1930 a district court in U. S. vw. Fifty-Eight Drums of Material 
Designed for Manufacture of Intoxicating Liquor,®? had before it a libel 
against goods alleged to be in violation of the National Prohibition 
\ct. The goods had been seized under a search warrant and the 
government had entered a prayer that the property be condemned and 
forfeited. The owner contended that the action was in violation of his 
rights under the Fourth Amendment. The court held that the pro 
ceeding to forfeit property was within the protection of the amend 
ment. The court went on to rule in favor, however, of the government's 

‘U. 8. v. B. & M. External Remedy, U. 8. v. Bight Packages and Casks of 
36 F. 2d 53 (1929) D-ugs. 5 F. 2d 971 (1910) 


* At footnote 17 5 F. 2d 976-977 
38 F. 2d 1005 (1930) 
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APPLICATION OF FOURTH AMENDMI 
libel, since the owner had not entered a seasonable motion for the 

suppression of the allegedly illegally obtained evidence 
The next case, Jn re Andrews’ Tax Liability* concerned the 
methods by which the government had conducted an investigation 
of tax liability. The court noted that the Fourth Amendment did 
not properly apply to all civil cases, citing the Camden Beverage cast 
t 


is not 


Still, the court maintained, the protection of the amendment wa 
limited to pending criminal proceedings and could be invoked by a 
taxpayer. The court stated that “it is just as incumbent upon the 
courts now as in the past to vigilantly protect the citizen against 
unreasonable and oppressive inquisitorial investigations instituted 
and conducted without probable cause.” By calling attention to the 
court indicated an awareness of what 


phrase “probable cause” the 
Traditionally, the 


this requirement would mean in tax investigations 
phrase has meant probable cause that a crime has been committed o1 
that a person is probably guilty of a crime. Unless the courts would 
be willing to alter substantially the meaning of “probable cause,” this 
requirement would fundamentally weaken the government's positior 
in making routine tax investigations. 

The vear following the Andrews case a circuit court again ruled 
that the Fourth Amendment applied to a civil proceeding Chis 
was In an action of assumpsit to recover customs duties. The govert 
ment had originally made an illegal search and seizure of the defend 
ant’s premises, in which it seized liquor allowed to be uncustomed 
The defendant made application for return of the goods and the actior 
was granted, as the court held that the warrant used was invalid 
Thereupon the government brought assumpsit action for recovery 
customs duties and was allowed to introduce evidence, over objectior 
which had been previously illegally obtained in the earlier action 
The court of appeals ruled in favor of the defendant on the basis 
of the Supreme Court’s ruling in the Silverthorne Lumber cas« li 
that case the Supreme Court had ruled that the government could 
not use photographic copies of illegal evidence which had been previ 
ously returned under the Weeks rule. Mr. Justice Holmes, in his 
opinion for the Court, stated that “the essence of a provision forbid 


ding the acquisition of evidence in a certain way is that not merel\ 
evidence so acquired shall not be used before the ( ourt but that it 


shall not be used at all.” In the Rogers case the court of appeals 
804 (1937) ® Silverthorne Lumber Company 


97 F 2d 691 (1938) 251 U. S. 385 (1920) 
251 U. S. 391 


18 F. Supp 
‘Rogers 1 I ~ 
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maintained that if a subpoena could not be drafted upon the basis of 
illegally obtained evidence, as in the Silverthorne case, then a judg- 
ment in a civil action is rendered invalid if illegally obtained evidence 
is admitted.*” 

\ result similar to that of the Rogers decision was reached by a 
district court in Tovar v. Jarecki.** In that case the court had before 
it an action to restrain collection of the tax on marijuana. In an 
earlier criminal action the court had ordered evidence upon which 
the tax was based suppressed, as it was obtained by an illegal search 
and seizure. The government then assessed Tovar $7,613 in taxes 
and issued a distress warrant against his property and a tax lien upon 
his home. The court, in arriving at its decision against Tovar, stated: 

lf, as the plaintiff contends, the assessment here has been based solely upon 
evidence obtained by the Government by the unlawful search and_ seizurs 
the court is of the opinion that it would be required to hold the tax 
illegal and grant relief prayed.” 
The court here reasoned, similar to the Silverthorne decision, that the 
knowledge gained by the government's own wrong cannot be used 
by it. The court felt, however, that the government had sufficient 


independent evidence to warrant its assessment.' 


Alien Deportation Proceedings 


The concluding cases which favor application of the Fourth 
\mendment to civil proceedings concern the application of the amend 
ment to alien deportation. In 1893 the Supreme Court ruled in Fong 
Yue Ting v. U. S that a deportation order was not a punishment 
for a crime but, rather, a method of enforcing the return of an alien 
to his native country. In view of this, the Court expressed the feeling 
that the provisions of the Constitution securing the right of trial 
by jury and those prohibiting unreasonable searches and seizures had 
no application.** Some years later, however, this ruling was limited 
by the Supreme Court in U. S. ex rel. Bilokumsky v. Tod.** In the 
Bilokumsky case Mr. Justice Brandeis stated for the Court that evi 


*" See ‘‘Unreasonable Search and Seizure without a hearing. A hearing would not 
Admissibility in Civil Proceedings 6 be necessary if it were a tax measure 
University of Chicago Law Review 113 (Tovar v. Jarecki, 173 F. 2d 449 (1949) 
(1939) however, in U. S. v. Sanchez, 340 U. S 
* 83 F. Supp. 47 (1948) 42 (1950), the Supreme Court ruled that 
* 83 F. Supp. 48 the tax in question (26 USC Sec. 2590a-2) 
“The court of appeals reversed this was valid as a tax measure) 
holding against Tovar and held that the " 149 U. S. 698, (1893) 
tax was a penalty and not a revenue "149 U. S. 736 


measure and, hence, precluded operation * 263 U. S. 149 (1923) 
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dence obtained by the Department of Justice through an illegal search 
and seizure could not become the basis of a finding in a deportation 
proceeding. Again, the Silverthorne case was relied upon. 

Lower court cases have tended to follow the Supreme Court's 
holding in the Bilokumsky case. Even prior to that decision a district 
court had disqualified the government's evidence in an alien deporta 
tion proceeding.“* In Ex parte Jackson, a case arising out of the 
“Reds” scare raids of 1919 and 1920, the district court ruled that the 
government's evidence could not be used in the proceeding, as it 
had been obtained by an illegal search and seizure.** In 1938 a district 
court, in a deportation proceeding, flatly stated that evidence obtained 
by the government in violation of a person’s rights under the Fourth 
\mendment was inadmissible against him in either civil or criminal 
proceedings.** While the courts will probably continue to hold that 
an illegal search and seizure cannot become the foundation of a de 
portation proceeding, it is doubtful if the courts would be willing 
to extend this to alien deportation warrants. These warrants, which 
are issued by the Immigration and Naturalization Service, issue as 
of right against an alien. The warrants should not be confused with 
search and seizure warrants which, of course, must follow the require 
ments of probable cause. While the issuance of the deportation war 
rant should not become a judicial process based on probable cause 
this does not mean that the execution of the warrant can become an 


excuse for an unreasonable search and seizure 


Conclusion 


There is a factor which shatters all the arguments on both sides 


of this 1issue—that the distinctions between civil proceedings to which 


the government is 


g a party and criminal proceedings obscure the funda 


mental question of whether the government has committed an un 
reasonable search and seizure. The paramount question which looms 
in the back of all these cases is the justifiable concern over the powers 
of the government. This is certainly seen in the cases which deal 


with the Food and Drug Administration 
Undoubtedly, the government must have sufficient power 


protect its interest in health measures or to secure the proper pay 


ments of taxes. In the interest of the government as well as th 
“Ex parte Jackson, 263 F. 110 (1920) of government by hysteria made ir 
“ This decision by Judge Bourquin is times 

one of the most stirring denunciations “ Schenck ex rel. Chow Fook H 


Ward, 24 F. Supp. 776. 778 (1938) 
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individual, the government must have the power to undertake civil 
proceedings in these areas. This power, however, does not need to 
carry with it any right to proceed in a lawless fashion. There is noth 
ing inconsistent with the legitimate public interest in health inspec 
tions, libels im rem against seized goods, or tax investigations and the 


requirements of the Fourth Amendment. 


What the courts should have recognized long ago in these cases 
is not their civil or criminal nature but, rather, the fact that the 
reasonableness of the government’s action is much broader here than 
in the cases normally coming within the purposes of a search warrant 
The summary power of seizure of adulterated goods has the same 
degree of reasonableness attached to it that a search and seizure 
without a warrant of a movable vehicle has or the power to arrest 
without a warrant for a felony being committed in the presence of 
a police officer. The Constitution does not require that all searches 
and seizures, to be reasonable, be conducted by a warrant. In view 
of this the Congress could validly provide, within limitations, that 
seizures be made without a warrant and they still would not violate 
the Fourth Amendment. 

Regardless, however, of a degree of reasonableness which wi 

tached to these actions because of the nature of the areas concerned 
these invasions of the privacy of one’s effects can become unreasot 
able. For this reason the individual must be protected. The striking 
necessity for the application of the amendment to all the actions of the 
government is seen in the contrast between the case of U. S. v. B. and 
VV. External Remedy“ as distinguished from Tovar v. Jarecki.** In 
the former the court refused to consider the question of the illegal 
inception of the government’s civil action and allowed the government 
to proceed from this action to a criminal action. In the latter case 
the court refused to allow illegal evidence which had been suppressed 
in the criminal action to become the foundation for a civil action 
against the party. If the application of the Fourth Amendment to the 
activities of such agencies as the Food and Drug Administration 
places a new stress on the enforcement of the law, this is true only 
because in the past these agencies have been able to ignore the area 
of constitutionally protected privacy. [The End] 


CO 


Cited at footnote 28 * Cited at footnote 28 
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WASHINGTON—Continued from page 490 


In the Federal Trade Commission 


Exclusive Dealing Arrangements— manufacturers with lesser resources 





Ice Cream.—Charges that nine ice who allegedly cannot make the same 
cream manufacturers and 55 subsidiaries offers and are forced to sell out, merge 
have used untair competitive methods with the respondents or go out of 

in violation of the Federal Trade Com- ness entirely; (2) “regular licensed 
mission Act to sell their products or facility dealers,” who allegedly are in 
have illegally lessened competition would jured because the respondents have 
be dismissed According to a hearing induced retailers to retrain trom buy 
examiner, the evidence does not estab ing trom these dealers (concerning t 
lish that the manufacturers have in group, the examiner commented that 
duced or attempted to induce, dealer “there is no evidence as to who they 
customers, to any signinicant extent, are or that it has ever been customary 
to handle their products exclusively to purchase or lease facilities fron 
by furnishing refrigerating facilities them”): (3) retail ice cream dealers 
and other equipment such as soda who allegedly are precluded Irom se 
fountains and store fixtures; loans; lecting trozen products “pursuant to 
various services, including repainting customer demands or their own free 
of interiors of dealers’ stores, supply will.” 

ing of signs and advertisements, and 


Most ot the se torms ot dea er assist 


servicing facilities or soda-fountain equip , 
ance, the examiner tout ad, are ¢ ston 
meut; and various discounts, rebates , . 
: , , ary in the ice cream industry and there 
and allowances. He ruled also that the : ' : , 
Is no proot that t! cy Tesu t a cx ls ‘< 


record fails to prove any trend of con 
' ’ dealing or that respondents originat« 





centration Ww the It zen-products in , . 
Or are the miv ones te se, the pra 
dustry in tavor of the manutacturers, pee 
: tices, oT have used them t any 
or that the has been any substantial 
, | ‘ stantial extent as a competitive weal] 
injury, or reasonable probability o 
} to acquit or retail aealer accoul 
injury, to competition in any of the peas a 
markets involved, as a result of these According te the hearing exat 
dealer aids the majority ot retailers tradit na 
In a 129-page initial decision (with have handled the line of a single mat 
~ . ] ] ; | } 
a 207-page appendix, analyzing the tfacturer, mainly due t limited f 
competitive eftects | trie challenged space, although thers < a 
practices in specific market areas), the trend in some areas to carry more 
examiner held that the evidence does than one brand. The evidence close 
not establish that the respondent manu that some of the respondents emy ‘ 
facturers have induced or attempted = exc]ysive-dealing agreements in « 
) lu dealer custo s. to 
t nauce leale custome! any sig nection with some of the practic 
nific t t t. to handle their products 
” weshaa' te : A ; various areas, but im actual practice 
exclusively by furnishing the above 
these agreements kk I Stor a 
enumerated items of assistance and . 
tomer tron witching t nother supplier 
thers . 
he said 
Ihe ( allenge | practices, according H , 
, , , , e found, in part 
to the FTC’s 1955 complaints, have found ae 
adversely affected the following eco “The continuance part lar eal 


mic groups: (1) mpeting ice cream supplier relationshiy leper ess 
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tially on the dealer’s satisfaction with 
the supplier’s product, price and serv- 
ice. When a dealer becomes dissatisfied 
with his supplier, for whatever reason, 
he will switch to another supplier. So 
far as from the record, the 
existence of an exclusive dealing agree- 
ment is not an inhibiting factor in such 


appears 


switches. In fact many of the dealers 
who testified were not even aware that 
they had entered into any formal agree- 
that they 


ment with their supplier or 


were obligated to deal with him for 
any definite period or were prohibited 
from handling another manufacturer's 
products. The record does not contain 
a single instance of a respondent seek- 


hold a 


dealing agreement 


ing to dealer to an exclusive 


“Counsel supporting the complaint 
argues that limitation of floor 
has the practical effect of resulting in 
without any 


space 


dealing, even 


ment. In the 


exclusive 
formal agret opinion of 
the examiner the existence of a tradi 
tion of single dealing in the industry 
tends to defeat the argument of counsel 
supporting the complaint. It demon 
that 


have 


exclusive dealing 
little 


most dealers will deal with 


agree 
pre clusive 


strates 
ments practical 
effect since 
a single supplier irrespective 


of whether a formal agreement requires 


anyway, 


them to do so or not.” 


The examiner gave a detailed anal- 


vsis of all forms of dealer assistance, 


and witnesses’ testimony on them. For 
example, he made the following find- 


ings concerning the furnishing of re 


trigeration cabinets 
This 


various 


originated before 


practice had 
busi- 
that 
efforts by some of them to terminate or 


Although some 


respondents entered the 


ness and is so deeply ingrained 


modify it have failed 
competing manufacturers were critical 
of the practice, most of them referred 
to it as “normal” and “traditional,” and 


many favored it Various competitors 
conceded that even if the respondents 
stopped supplying cabinets, their com 


petitors would continue to do so and 
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that any company which was prohibited 
from supplying them would be put in 


Also, 


a number testified that many small and 


a precarious competitive condition 


medium-sized dealers would not carry 
ice cream if cabinets were not supplied, 
since they could not afford to purchase 
their own 


Cabinets are supplied on the basis of 
business judgment as 
the 
with due regard 


the respondents’ 
suitable t« 


to the size and type 
particular dealer and 
to their delivery schedule in the 
encouraged to own 


area 
Dealers are their 
own equipment by being offered a spe 
cial discount but, except for the larger 
unable 


outlets, have been reluctant o1 


to undertake the expense 


Only two of the ten competitors whose 
testimony the FTC trial counsel cited 
in his main brief had lost sales in re 
does the 


neither case 


that this was due 


cent years. In 


evidence establish 
to the 
weapon by the respondents 


use of cabinets as a competitive 


Concerning other forms of dealer 
assistance, the examiner observed that 
financial assistance is wide 
industry and that the 
respondents do so only to a limited ex 
tent. Many of their 


cery desiring 


offering 
spread in the 


loans are to gro 
stores modernization u 
order to remain competitive with chains 
and supermarkets. Frequently, the loans 
result in 


thus benefiting not only the 


a substantial increase in sales, 
dealer, but 
the supplier 

“A considerable portior 
mony of competitors,” the trial examiner 
commented, “ was devoted t 
general ‘gripes’ about market practices 
To the extent 


sought to attribute such conditions 


that these witnesses 


any of the respondents, it was frequently 
hearsay, surmise 


W here 


there was fre 


based on unreliable 


and opinion there was 
evidence of assistance 
quently no evidence that it had played 
any role in the dealer’s choice of sup 
(Released July 23, 1959).—CCH 
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